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Presidential Documents

Title 3—

The President

Proclamation 7884 of April 5, 2005

Cancer Control Month, 2005

By the President of the United States of America

A Proclamation

We are making great gains in the fight against cancer. Advances in prevention,
early detection, and treatment are reducing cancer rates and increasing the
likelihood of survival. Despite this progress, cancer remains the second
leading cause of death in America. During Cancer Control Month, we con-
tinue to work to learn more about cancer prevention and detection, promote
efforts to find better treatments and a cure, and support cancer patients,
survivors, and their families.

A healthy lifestyle can lower the risk of developing certain types of cancer.
This year, the Department of Health and Human Services released new
Dietary Guidelines for Americans 2005, which emphasize reducing caloric
intake, eating healthy foods, and increasing physical activity. I encourage
all Americans to follow these guidelines, to use sunscreen and limit exposure
to the sun, and to avoid tobacco and alcohol abuse. I also urge citizens
to talk with their doctors about their cancer risk and to get regular check-
ups and preventive screenings. Detecting cancer early increases survival
rates and saves lives.

There are nearly 9.8 million cancer survivors in the United States today
because of advances in health care. Aggressive funding will lead scientists
to earlier diagnoses and improved treatments for lung, colorectal, and other
cancers. My Administration proposed more than $5.6 billion for cancer
prevention, treatment, and research through the National Institutes of Health
in my fiscal year 2006 budget. These funds will help scientists learn more
about this devastating disease and offer new hope for countless Americans
and their families.

As we observe this month, we honor cancer survivors for their inspiring
examples of courage, steadfast strength, and willingness to share their stories
and experiences with others. We recognize the families, friends, and loved
ones who support and encourage those living with cancer. And we remain
grateful to our scientists and medical professionals, who make America’s
health care system the best in the world. Together, we can help all our
citizens live healthier, longer lives.

In 1938, the Congress of the United States passed a joint resolution (52
Stat. 148; 36 U.S.C. 103) as amended, requesting the President to issue
an annual proclamation declaring April as “Cancer Control Month.”

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States
of America, do hereby proclaim April 2005 as Cancer Control Month. I
encourage citizens, government agencies, private businesses, nonprofit organi-
zations, and other interested groups to join in activities that raise awareness
about how all Americans can prevent and control cancer.
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IN WITNESS WHEREOF, I have hereunto set my hand this fifth day of
April, in the year of our Lord two thousand five, and of the Independence
of the United States of America the two hundred and twenty-ninth.

~ /

[FR Doc. 05-7261
Filed 4-7-05; 8:45 am]
Billing code 3195-01-P
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2005-20514; Directorate
Identifier 2005-CE-08—-AD; Amendment 39—
14025; AD 2005-07-01]

RIN 2120-AA64
Airworthiness Directives; the Cessna

Aircraft Company Models 208 and
208B Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This document makes a
correction to Airworthiness Directive
(AD) 2005—07-01, which was published
in the Federal Register on March 25,
2005 (70 FR 15223), and applies to all
the Cessna Aircraft Company (Cessna)
Models 208 and 208B airplanes. We
incorrectly referenced the affected
airplane models as C208 and C208B
throughout the document. The correct
airplane models are 208 and 208B. This
action corrects the regulatory text.
DATES: The effective date of this AD
remains March 29, 2005.

FOR FURTHER INFORMATION CONTACT: Paul
Pellicano, Aerospace Engineer (Icing),
FAA, Small Airplane Directorate, c/o
Atlanta Aircraft Certification Office
(ACO, One Crown Center, 1985 Phoenix
Boulevard, Suite 450, Atlanta, GA
30349; telephone: (770) 703-6064;
facsimile: (770) 703-6097.

SUPPLEMENTARY INFORMATION:

Discussion

On March 21, 2005, FAA issued AD
2005—-07-01, Amendment 39-14025 (70
FR 15223, March 25, 2005), which
applies to all the Cessna Models 208
and 208B airplanes.

We incorrectly referenced the affected
airplane models as C208 and C208B

throughout the document. The correct
airplane models are 208 and 208B. This
action corrects the regulatory text.

This AD requires you to incorporate
information into the applicable section
of the Airplane Flight Manual (AFM) to
assure that the pilot has enough
information to prevent loss of control of
the airplane while in-flight during icing
conditions.

Need for the Correction

This correction is needed to ensure
that the affected airplane models
numbers are correct and to eliminate
misunderstanding in the field.

Correction of Publication

m Accordingly, the publication of March
25, 2005 (70 FR 15223), of Amendment
39-14025; AD 2005—-07-01, which was
the subject of FR Doc. 05-5915, is
corrected as follows:

m Starting on page 15223 through page
15227, replace all references to Models
C208 and C208B airplanes with Models
208 and 208B airplanes.

§39.13 [Corrected]

m On page 15225, in § 39.13 [Amended],
in paragraph (c), replace Models C208
and C208B with Models 208 and 208B.

m On page 15226, in § 39.13 [Amended],
in paragraph (e)(1), replace Model C208
airplanes and Model C208B airplanes
with Model 208 airplanes and Model
208B airplanes.

m On page 15226, in § 39.13 [Amended],
in paragraphs (e)(2) and (e)(3), replace
Model G208 airplanes with Model 208
airplanes.

m On page 15226, in § 39.13 [Amended],
in paragraphs (e)(4) and (e)(5), replace
Model C208B airplanes with Model 208B
airplanes.

m Action is taken herein to correct this
reference in AD 2005-07—-01 and to add
this AD correction to § 39.13 of the
Federal Aviation Regulations (14 CFR
39.13).

The effective date remains March 29,
2005.

Issued in Kansas City, Missouri, on April
1, 2005.
David R. Showers,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 05—-7052 Filed 4-7-05; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1981
RIN 1218-AC12

Procedures for the Handling of
Discrimination Complaints Under
Section 6 of the Pipeline Safety
Improvement Act of 2002

AGENCY: Occupational Safety and Health
Administration, Labor.

ACTION: Final rule.

SUMMARY: This document provides the
final text of regulations governing the
employee protection (“whistleblower”)
provisions of Section 6 of the Pipeline
Safety Improvement Act of 2002
(“Pipeline Safety Act”), enacted into
law December 17, 2002. This rule
establishes procedures and time frames
for the handling of discrimination
complaints under the Pipeline Safety
Act, including procedures and time
frames for employee complaints to the
Occupational Safety and Health
Administration (“OSHA”),
investigations by OSHA, appeals of
OSHA determinations to an
administrative law judge (“ALJ”) for a
hearing de novo, hearings by ALJs,
review of ALJ decisions by the
Administrative Review Board (acting on
behalf of the Secretary) and judicial
review of the Secretary’s final decision.
DATES: This final rule is effective on
April 8, 2005.

FOR FURTHER INFORMATION CONTACT:
Richard E. Fairfax, Director, Directorate
of Enforcement Programs, Occupational
Safety and Health Administration, U.S.
Department of Labor, Room N-3112,
200 Constitution Avenue, NW.,
Washington, DC 20210; telephone (202)
693-2100.

SUPPLEMENTARY INFORMATION:

I. Background

The Pipeline Safety Improvement Act
of 2002 (“Pipeline Safety Act”), Public
Law 107-355, was enacted on December
17, 2002. Section 6 of the Act, codified
at 49 U.S.C. 60129, provides protection
to employees against retaliation by an
employer, defined as a person owning
or operating a pipeline facility or a
contractor or subcontractor of such a
person, because they provided
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information to the employer or the
Federal Government relating to Federal
pipeline safety violations or filed,
testified, or assisted in a proceeding
against the employer relating to any
violation or alleged violation of any
Federal law relating to pipeline safety,
or because they are about to take any of
these actions. These rules establish
procedures for the handling of
whistleblower complaints under the
Pipeline Safety Act.

II. Summary of Statutory Procedures

The Pipeline Safety Act
whistleblower provisions include
procedures that allow a covered
employee to file, within 180 days of the
alleged discrimination, a complaint
with the Secretary of Labor (“the
Secretary’’).! Upon receipt of the
complaint, the Secretary must provide
written notice both to the person or
persons named in the complaint alleged
to have violated the Act (“‘the named
person”) and to the Secretary of
Transportation of the filing of the
complaint, the allegations contained in
the complaint, the substance of the
evidence supporting the complaint, and
the rights afforded the named person
throughout the investigation. The
Secretary must then, within 60 days of
receipt of the complaint, afford the
named person an opportunity to submit
a response and meet with the
investigator to present statements from
witnesses, and conduct an investigation.
However, the Secretary may conduct an
investigation only if the complainant
has made a prima facie showing that the
alleged discriminatory behavior was a
contributing factor in the unfavorable
personnel action alleged in the
complaint and the named person has
not demonstrated, through clear and
convincing evidence, that the employer
would have taken the same unfavorable
personnel action in the absence of that
behavior.

After investigating a complaint, the
Secretary will issue a determination
letter. If, as a result of the investigation,
the Secretary finds there is reasonable
cause to believe that discriminatory
behavior has occurred, the Secretary
must notify the named person of those
findings, along with a preliminary order
which requires the named person to:

1Responsibility for receiving and investigating
these complaints has been delegated to the
Assistant Secretary for OSHA. Secretary’s Order 5—
2002 (67 FR 65008, October 22, 2002); Secretary’s
Order 1-2002 (67 FR 64272, October 17, 2002).
Hearings on determinations by the Assistant
Secretary are conducted by the Office of
Administrative Law Judges, and appeals from
decisions by administrative law judges are decided
by the Administrative Review Board. See
Secretary’s Order 1-2002.

Take affirmative action to abate the
violation, reinstate the complainant to
his or her former position together with
the compensation of that position
(including back pay) and restore the
terms, conditions, and privileges
associated with his or her employment;
and provide compensatory damages to
the complainant, as well as costs and
attorney’s and expert fees reasonably
incurred by the complainant for, or in
connection with, the bringing of the
complaint upon which the order was
issued. The complainant and the named
person then have 60 days after the date
of the Secretary’s notification in which
to file objections to the findings and/or
preliminary order and request a hearing
on the record. The filing of objections
under the Pipeline Safety Act will stay
any remedy in the preliminary order
except for preliminary reinstatement. If
a hearing before an administrative law
judge is not requested within 60 days,
the preliminary order becomes final and
is not subject to judicial review.

If a hearing is held, the Pipeline
Safety Act requires the hearing to be
conducted “expeditiously.” The
Secretary then has 90 days after the
“conclusion of a hearing” in which to
issue a final order, which may provide
appropriate relief or deny the
complaint. Until the Secretary’s final
order is issued, the Secretary, the
complainant, and the named person
may enter into a settlement agreement
which terminates the proceeding. At the
complainant’s request, the Secretary
will assess against the named person a
sum equal to the total amount of all
costs and expenses, including attorney’s
and expert witness fees, reasonably
incurred by the complainant for, or in
connection with, the bringing of the
complaint upon which the Secretary
issued the order. The Secretary also may
award a prevailing employer a
reasonable attorney’s fee, not exceeding
$1,000, if he or she finds that the
complaint is frivolous or has been
brought in bad faith. Within 60 days of
the issuance of the final order, any
person adversely affected or aggrieved
by the Secretary’s final order may file an
appeal with the United States Court of
Appeals for the circuit in which the
violation occurred or the circuit where
the complainant resided on the date of
the violation. Finally, the Pipeline
Safety Act makes persons who violate
these newly created whistleblower
provisions subject to a civil penalty of
up to $1,000. This provision is
administered by the Secretary of
Transportation.

III. Summary and Discussion of
Regulatory Provisions

On April 5, 2004, the Occupational
Safety and Health Administration
published in the Federal Register an
interim final rule promulgating rules
that implemented section 6 of the
Pipeline Safety Improvement Act of
2002 (“Pipeline Safety Act”), Public
Law 107-355, 69 FR 17587—-17595. In
addition to promulgating the interim
final rule, OSHA'’s notice included a
request for public comment on the
interim rules by June 4, 2004.

OSHA did not receive any substantive
comments during the public comment
period. Nor does OSHA believe that
modifications to the interim final rule
are necessary. Accordingly, the interim
final rule published on April 4, 2004,
will be repromulgated as the final rule.

Section 1981.100 Purpose and Scope

This section describes the purpose of
the regulations implementing the
Pipeline Safety Act and provides an
overview of the procedures covered by
these regulations.

Section 1981.101

In addition to general definitions, the
regulations contain the Pipeline Safety
Act definition of “employer,” and the
statutory definitions of “gas pipeline
facility,” “hazardous liquid pipeline
facility,” “person,” and “pipeline
facility” codified in chapter 601 of
subtitle VIII of title 49 of the United
States Code.

Section 1981.102 Obligations and
Prohibited Acts

This section describes the several
categories of whistleblower activity that
are protected under the Act and the type
of conduct that is prohibited in response
to any protected activity. As under the
Energy Reorganization Act (“ERA”) and
the environmental whistleblower
statutes listed at 29 CFR 24.1(a), refusals
to engage in practices made unlawful
under applicable Federal law relating to
the industry in which the employee is
employed are protected activities under
the Act if the employee has identified
the alleged illegality to the employer.
See 49 U.S.C. 60129(a)(1)(B); Timmons
v. Franklin Electric Cooperative, Case
No. 97-141, 1998 WL 917114 (DOL
Adm. Rev. Bd, Dec. 1, 1998); 29 CFR
24.2(c)(2). The employee does not have
to prove that the allegedly illegal
practice actually violated a Federal
pipeline safety law. See Gilbert v.
Federal Mine Safety & Health Review
Comimission, 866 F.2d 1433, 1439 (DC
Cir. 1989). The employee must only
prove that the refusal to work was
properly communicated to the employer

Definitions
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and was based on a reasonable and good
faith belief that engaging in that work
was a practice made unlawful by a
Federal law relating to pipeline safety.
See Liggett Industries, Inc. v. Federal
Mine Safety and Health Review
Commission, 923 F.2d 150, 151 (10th
Cir. 1991); Eltzroth v. Amersham Medi-
Physics, Inc., Case No. 98—-002, 1999 WL
232896 *9 (DOL Adm. Rev. Bd, Apr. 15,
1999).

Section 1981.103 Filing of
Discrimination Complaint

This section explains the
requirements for filing a discrimination
complaint under the Pipeline Safety
Act. To be timely, a complaint must be
filed within 180 days of when the
alleged violation occurs. Under
Delaware State College v. Ricks, 449
U.S. 250, 258 (1980), this is considered
to be when the discriminatory decision
has been both made and communicated
to the complainant. In other words, the
limitations period commences once the
employee is aware or reasonably should
be aware of the employer’s decision.
Equal Employment Opportunity
Commission v. United Parcel Service,
249 F.3d 557, 561-62 (6th Cir. 2001).
Complaints filed under the Act must be
made in writing, but do not needto be
made in any particular form. With the
consent of the employee, complaints
may be made by any person on the
employee’s behalf.

Section 1981.104 Investigation

The Pipeline Safety Act contains the
statutory requirement that a complaint
shall be dismissed if the complaint,
supplemented as appropriate by
interviews with the complainant, fails to
make a prima facie showing that
protected behavior or conduct was a
contributing factor in the unfavorable
personnel action alleged in the
complaint. Also included in this section
is the statutory requirement that an
investigation of the complaint will not
be conducted if the named person
demonstrates by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of the complainant’s
protected behavior or conduct,
notwithstanding the prima facie
showing of the complainant. Upon
receipt of a complaint in the
investigating office, the Assistant
Secretary notifies the named person of
these requirements and the right of each
named person to seek attorney’s fees
from an ALJ or the Administrative
Review Board if the named person
alleges that the complaint was frivolous
or brought in bad faith.

Under this section also, the named
person has the opportunity within 20
days of receipt of the complaint to meet
with representatives of OSHA and
present evidence in support of its
position. If, upon investigation, OSHA
has reasonable cause to believe that the
named person has violated the Act and
therefore that an award of preliminary
relief for the complainant is warranted,
OSHA again contacts the named person
with notice of this determination and
provides the substance of the relevant
evidence upon which that
determination is based, consistent with
the requirements of confidentiality of
informants. The named person is
afforded the opportunity, within 10
business days, to provide written
evidence in response to the allegation of
the violation, meet with the
investigators, and present legal and
factual arguments as to why preliminary
relief is not warranted. This section
provides due process procedures in
accordance with the United States
Supreme Court decision under the
Surface Transportation Assistance Act
(“STAA”) in Brock v. Roadway Express,
Inc., 481 U.S. 252 (1987).

Section 1981.105 Issuance of Findings
and Preliminary Orders

This section provides that, on the
basis of information obtained in the
investigation, the Assistant Secretary
will issue a finding whether there is
reasonable cause to believe that the
complaint has merit. If the finding is
that the complaint has merit, the
Assistant Secretary will order
appropriate preliminary relief. The
letter accompanying the findings and
order advises the parties of their right to
file objections to the findings of the
Assistant Secretary and to request a
hearing, and of the right of the named
person to request attorney’s fees from
the ALJ, regardless of whether the
named person has filed objections, if the
named person alleges that the complaint
was frivolous or brought in bad faith. If
no objections are filed within 60 days of
receipt of the findings, the findings and
any preliminary order of the Assistant
Secretary become the final findings and
order of the Secretary. If objections are
timely filed, any order of preliminary
reinstatement will take effect, but the
remaining provisions of the order will
not take effect until administrative
proceedings are completed. Legislative
history under the Pipeline Safety Act
indicates that Congress intended to
assure that the mere filing of an
objection would not automatically stay
the preliminary order, but that an
employer could file a motion for a stay.
148 Cong. Rec. S11068 (Nov. 14, 2002)

(section-by-section analysis). Thus,
§1981.106(b)(1) of this rule provides
that although the portion of the
preliminary order requiring
reinstatement will be effective
immediately upon the named person’s
receipt of the findings and preliminary
order, regardless of any objections to the
order, the named person may file a
motion with the Office of
Administrative Law Judges for a stay of
the Assistant Secretary’s preliminary
order. OSHA believes, however, that a
stay of a preliminary reinstatement
order would be appropriate only in the
exceptional case. In other words, a stay
only would be granted where the named
person can establish the necessary
criteria for equitable injunctive relief,
i.e., irreparable injury, likelihood of
success on the merits, and a balancing
of possible harms to the parties and the
public.

Where the named party establishes
that the complainant would have been
discharged even absent the protected
activity, there would be no reasonable
cause to believe that a violation has
occurred. Therefore, a preliminary
reinstatement order would not be
issued. Furthermore, a preliminary
order of reinstatement would not be an
appropriate remedy where, for example,
the named party establishes that the
complainant is, or has become, a
security risk based upon information
obtained after the complainant’s
discharge in violation of the Pipeline
Safety Act. In McKennon v. Nashville
Banner Publishing Co., 513 U.S. 352,
360—-62 (1995), the Supreme Court
recognized that reinstatement would not
be an appropriate remedy for
discrimination under the Age
Discrimination in Employment Act
where, based upon after-acquired
evidence, the employer would have
terminated the employee upon lawful
grounds. Finally, in appropriate
circumstances, in lieu of preliminary
reinstatement, OSHA may order that the
complainant receive the same pay and
benefits that he received prior to his
termination, but not actually return to
work. Such “economic reinstatement”
frequently is employed in cases arising
under section 105(c) of the Federal Mine
Safety and Health Act of 1977. See, e.g.,
Secretary of Labor on behalf of York v.
BRé&D Enters., Inc., 23 FMSHRC 697,
2001 WL 1806020 **1 (June 26, 2001).
“Economic reinstatement’” also might be
appropriate on those occasions in which
an employer can establish that sufficient
independent grounds exist for staying
an immediate order of preliminary
reinstatement.
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Section 1981.106 Objections to the
Findings and the Preliminary Order

To be effective, objections to the
findings of the Assistant Secretary must
be in writing and must be filed with the
Chief Administrative Law Judge, U.S.
Department of Labor, Washington, DC,
within 60 days of receipt of the findings.
The date of the postmark, facsimile
transmittal, or e-mail communication is
considered the date of the filing; if the
filing of objections is made in person, by
hand-delivery or other means, the date
of receipt is considered the date of the
filing.

The filing of objections is also
considered a request for a hearing before
an ALJ. This section also provides that
a named party seeking attorney’s fees for
the filing of a frivolous complaint or a
complaint brought in bad faith should
initially make its request for such fees
to the Chief Administrative Law Judge.

Section 1981.107

This section adopts the rules of
practice of the Office of Administrative
Law Judges at 29 CFR Part 18, Subpart
A. In order to assist in obtaining full
development of the facts in
whistleblower proceedings, formal rules
of evidence do not apply. The section
specifically provides for consolidation
of hearings if both the complainant and
the named person object to the findings
and/or order of the Assistant Secretary.

Section 1981.108 Role of Federal
Agencies

The ERA and STAA regulations
provide two different models for agency
participation in administrative
proceedings. Under STAA, OSHA
ordinarily prosecutes cases where a
complaint has been found to be
meritorious. Under ERA and the other
environmental whistleblower statutes,
on the other hand, OSHA does not
ordinarily appear as a party in the
proceeding. The Department has found
that in most environmental
whistleblower cases, parties have been
ably represented and OSHA'’s
participation in the administrative
litigation is not a prerequisite for the
protection of the public interest served
by these proceedings. The Department
believes this is likely to be the situation
in cases involving allegations of
retaliation for providing pipeline safety
information. Therefore, this provision
utilizes the approach of the ERA
regulation at 29 CFR 24.6(f)(1). The
Assistant Secretary, at his or her
discretion, may participate as a party or
amicus curiae at any time in the
administrative litigation. For example,
the Assistant Secretary may exercise his

Hearings

or her discretion to prosecute the case
at any stage of the administrative
proceeding; petition for review of a
decision of an administrative law judge,
including a decision based on a
settlement agreement between
complainant and the named person,
regardless of whether the Assistant
Secretary participated before the ALJ; or
participate as amicus curiae before the
ALJ or in the Administrative Review
Board proceeding. We anticipate that
ordinarily the Assistant Secretary will
not participate in Pipeline Safety Act
proceedings, except to approve
settlements as described in 29 CFR
1981.111(d). However, the Assistant
Secretary may choose to do so in
appropriate cases, such as cases
involving important or novel legal
issues, large numbers of employees,
alleged violations which appear
egregious, or where the interests of
justice might require participation by
the Assistant Secretary. The Department
of Transportation, at that agency’s
discretion, also may participate as
amicus curiae at any time in the
proceedings. OSHA believes it is
unlikely that its decision ordinarily not
to prosecute meritorious Pipeline Safety
Act cases will discourage employees
from making complaints about pipeline
safety.

Section 1981.109 Decision of the
Administrative Law Judge

This section sets forth the content of
the decision and order of the
administrative law judge, and includes
the statutory standard for finding a
violation. The section further provides
that the Assistant Secretary’s
determination as to whether to dismiss
the complaint without an investigation
or conduct an investigation pursuant to
§1981.104 is not subject to review by
the AL]J, who hears the case de novo on
the merits.

Section 1981.110 Decision of the
Administrative Review Board

The decision of the ALJ is the final
decision of the Secretary unless a timely
petition for review is filed with the
Administrative Review Board. Appeals
to the Board are not a matter of right,
but rather petitions for review are
accepted at the discretion of the Board.
Upon the issuance of the AL]J’s decision,
the parties have 10 business days within
which to petition the Board for review
of that decision. The parties must
specifically identify the findings and
conclusions to which they take
exception, or the exceptions are deemed
waived by the parties. The Board has 30
days to decide whether to grant the
petition for review. If the Board does not

grant the petition, the decision of the
AL]J becomes the final decision of the
Secretary. If the Board grants the
petition, the Act requires the Board to
issue a decision not later than 90 days
after the date of the conclusion of the
hearing before the AL]J. The conclusion
of the hearing for this purpose is
deemed to be the conclusion of all
proceedings before the administrative
law judge—i.e., 10 days after the date of
the decision of the administrative law
judge unless a motion for
reconsideration has been filed in the
interim. If a timely petition for review
is filed with the Board, any relief
ordered by the ALJ, except for a
preliminary order of reinstatement, is
inoperative while the matter is pending
before the Board. This section further
provides that, when the Board accepts a
petition for review, its review of factual
determinations will be conducted under
the substantial evidence standard. This
standard also is applied to Board review
of ALJ decisions under the
whistleblower provisions of STAA and
the Wendell H. Ford Aviation
Investment and Reform Act for the 21st
Century. See 29 CFR 1978.109(b)(3) and
1979.110(b).

As with §1981.106(b)(1),
§1981.110(b) of this rule provides that
in the exceptional case, the Board may
grant a motion to stay a preliminary
order of reinstatement that otherwise
will be effective while review is
conducted by the Board. As explained
above, however, OSHA believes that a
stay of a preliminary reinstatement
order would only be appropriate where
the named person can establish the
necessary criteria for equitable
injunctive relief, i.e., irreparable injury,
likelihood of success on the merits, and
a balancing of possible harms to the
parties and the public.

Section 1981.111 Withdrawal of
Complaints, Objections, and Findings;
Settlement

This section provides for the
procedures and time periods for
withdrawal of complaints, the
withdrawal of findings by the Assistant
Secretary, and the withdrawal of
objections to findings. It also provides
for approval of settlements at the
investigative and adjudicative stages of
the case.

Section 1981.112 Judicial Review

This section describes the statutory
provisions for judicial review of
decisions of the Secretary and requires,
in cases where judicial review is sought,
the Administrative Review Board to
submit the record of proceedings to the
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appropriate court pursuant to the rules
of such court.

Section 1981.113 Judicial Enforcement

This section describes the Secretary’s
power under the statute to obtain
judicial enforcement of orders and the
terms of a settlement agreement. It also
provides for enforcement of orders of
the Secretary by the person on whose
behalf the order was issued.

Section 1981.114 Special
Circumstances; Waiver of Rules

This section provides that in
circumstances not contemplated by
these rules or for good cause the
Secretary may, upon application and
notice to the parties, waive any rule as
justice or the administration of the Act
requires.

IV. Paperwork Reduction Act

This rule contains a reporting
provision (filing a discrimination
complaint, § 1981.103) which was
previously reviewed and approved for
use by the Office of Management and
Budget (“OMB”) under 29 CFR 24.3 and
assigned OMB control number 1218-
0236 under the provisions of the
Paperwork Reduction Act of 1995 (Pub.
L. 104-13).

V. Administrative Procedure Act

This rule is a rule of agency procedure
and practice within the meaning of
Section 553 of the Administrative
Procedure Act (“APA”’), 5 U.S.C.
553(b)(A). Therefore, publication in the
Federal Register of a notice of proposed
rulemaking and request for comments
was not required for these regulations,
which provide procedures for the
handling of discrimination complaints.
Although this rule was not subject to the
notice and comment procedures of the
APA, the Assistant Secretary provided
the public with an opportunity to
submit comments on the interim rule.
No substantive comments on the rule
were received.

Furthermore, because this rule is
procedural rather than substantive, the
normal requirement of 5 U.S.C. 553(d)
that a rule be effective 30 days after
publication in the Federal Register is
inapplicable. The Assistant Secretary
also finds good cause to provide an
immediate effective date for this final
rule. It is unnecessary to delay the
effective date of the final rule because
no changes have been made to the
interim final rule, which already has
been in effect since April 5, 2004.

VI. Executive Order 12866; Unfunded
Mandates Reform Act of 1995; Small
Business Regulatory Enforcement
Fairness Act of 1996; Executive Order
13132

The Department has concluded that
this rule should be treated as a
“significant regulatory action” within
the meaning of Section 3(f)(4) of
Executive Order 12866 because the
Pipeline Safety whistleblower provision
is a new program and because of the
importance to the Department of
Transportation’s pipeline safety
program that “whistleblowers” be
protected from retaliation. Executive
Order 12866 requires a full economic
impact analysis only for “economically
significant” rules, which are defined in
Section 3(f)(1) as rules that may “have
an annual effect on the economy of $100
million or more, or adversely affect in
a material way the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities.” Because the rule is
procedural in nature, it is not expected
to have a significant economic impact;
therefore no economic impact analysis
has been prepared. For the same reason,
the rule does not require a Section 202
statement under the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1531 et seq.). Furthermore, because this
is a rule of agency procedure or practice,
it is not a “rule” within the meaning of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (5
U.S.C. 804(3)(C)), and does not require
Congressional review. Finally, this rule
does not have “federalism
implications.” The rule does not have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government” and therefore is
not subject to Executive Order 13132
(Federalism).

VII. Regulatory Flexibility Analysis

The Department has determined that
the regulation will not have a significant
economic impact on a substantial
number of small entities. The regulation
simply implements procedures
necessitated by enactment of the
Pipeline Safety Act, in order to allow
resolution of whistleblower complaints.
Furthermore, no certification to this
effect is required and no regulatory
flexibility analysis is required because
no proposed rule has been issued.

Document Preparation: This
document was prepared under the
direction and control of the Acting

Assistant Secretary, Occupational Safety
and Health Administration, U.S.
Department of Labor.

List of Subjects in 29 CFR Part 1981

Administrative practice and
procedure, Employment, Investigations,
Pipelines, Pipeline safety, Reporting and
Record keeping requirements, Safety,
Transportation, Whistleblowing.

Signed at Washington, DC this 30th day of
March, 2005.

Jonathan L. Snare,

Acting Assistant Secretary for Occupational
Safety and Health.

m Accordingly, for the reasons set out in
the preamble, 29 CFR part 1981, which
was published as an interim rule at 69 FR
17587, April 5, 2004, is adopted as final
and republished without change as
follows:

PART 1981-PROCEDURES FOR THE
HANDLING OF DISCRIMINATION
COMPLAINTS UNDER SECTION 6 OF
THE PIPELINE SAFETY
IMPROVEMENT ACT OF 2002

Subpart A—Complaints, Investigations,
Findings and Preliminary Orders
Sec.

1981.100
1981.101

Purpose and scope.

Definitions.

1981.102 Obligations and prohibited acts.

1981.103 Filing of discrimination
complaint.

1981.104 Investigation.

1981.105 Issuance of findings and
preliminary orders.

Subpart B—Litigation

1981.106 Objections to the findings and the
preliminary order and request for a
hearing.

1981.107 Hearings.

1981.108 Role of Federal agencies.

1981.109 Decision and orders of the
administrative law judge.

1981.110 Decision and orders of the
Administrative Review Board.

Subpart C—Miscellaneous Provisions

1981.111 Withdrawal of complaints,
objections, and findings; settlement.

1981.112 Judicial review.

1981.113 Judicial enforcement.

1981.114 Special circumstances; waiver of
rules.

Authority: 49 U.S.C. 60129; Secretary of
Labor’s Order 5-2002, 67 FR 65008 (October
22, 2002).

Subpart A—Complaints,
Investigations, Findings and
Preliminary Orders

§1981.100 Purpose and scope.

(a) This part implements procedures
under section 6 of the Pipeline Safety
Improvement Act of 2002, 49 U.S.C.
60129 (“the Pipeline Safety Act”),
which provides for employee protection
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from discrimination by a person owning
or operating a pipeline facility or a
contractor or subcontractor of such
person because the employee has
engaged in protected activity pertaining
to a violation or alleged violation of any
order, regulation, or standard under
chapter 601, subtitle VIII of title 49 of
the United States Code or any other
provision of Federal law relating to
pipeline safety.

(b) This part establishes procedures
pursuant to the Pipeline Safety Act for
the expeditious handling of
discrimination complaints made by
employees, or by persons acting on their
behalf. These rules, together with those
rules codified at 29 CFR part 18, set
forth the procedures for submission of
complaints under the Pipeline Safety
Act, investigations, issuance of findings
and preliminary orders, objections to
findings and orders, litigation before
administrative law judges, post-hearing
administrative review, and withdrawals
and settlements.

§1981.101

Act or Pipeline Safety Act means
section 6 of the Pipeline Safety
Improvement Act of 2002, Public Law
107-355, December 17, 2002, 49 U.S.C.
60129.

Assistant Secretary means the
Assistant Secretary of Labor for
Occupational Safety and Health or the
person or persons to whom he or she
delegates authority under the Act.

Complainant means the employee
who filed a complaint under the Act or
on whose behalf a complaint was filed.

Employee means an individual
presently or formerly working for a
person owning or operating a pipeline
facility or a contractor or subcontractor
of such a person, an individual applying
to work for a person owning or
operating a pipeline facility or a
contractor or subcontractor of such a
person, or an individual whose
employment could be affected by a
person owning or operating a pipeline
facility or a contractor or subcontractor
of such a person.

Employer means a person owning or
operating a pipeline facility or a
contractor or subcontractor of such a
person.

Gas pipeline facility includes a
pipeline, a right of way, a facility, a
building, or equipment used in
transporting gas or treating gas during
its transportation.

Hazardous liquid pipeline facility
includes a pipeline, a right of way, a
facility, a building, or equipment used
or intended to be used in transporting
hazardous liquid.

Definitions.

Named person means the person
alleged to have violated the Act.

OSHA means the Occupational Safety
and Health Administration of the
United States Department of Labor.

Person means a corporation,
company, association, firm, partnership,
joint stock company, an individual, a
State, a municipality, and a trustee,
receiver, assignee, or personal
representative of a person.

Pipeline facility means a gas pipeline
facility and a hazardous liquid pipeline
facility.

Secretary means the Secretary of
Labor or persons to whom authority
under the Act has been delegated.

§1981.102 Obligations and prohibited
acts.

(a) No employer may discharge any
employee or otherwise discriminate
against any employee with respect to
the employee’s compensation, terms,
conditions, or privileges of employment
because the employee, or any person
acting pursuant to the employee’s
request, engaged in any of the activities
specified in paragraphs (b)(1) through
(5) of this section.

(b) It is a violation of the Act for any
employer to intimidate, threaten,
restrain, coerce, blacklist, discharge or
in any other manner discriminate
against any employee because the
employee has:

(1) Provided, caused to be provided,
or is about to provide or cause to be
provided to the employer or the Federal
Government, information relating to any
violation or alleged violation of any
order, regulation, or standard under
chapter 601, subtitle VIII of title 49 of
the United States Code or any other
Federal law relating to pipeline safety;

(2) Refused to engage in any practice
made unlawful by chapter 601, in
subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety, if the
employee has identified the alleged
illegality to the employer;

(3) Provided, caused to be provided,
or is about to provide or cause to be
provided, testimony before Congress or
at any Federal or State proceeding
regarding any provision (or proposed
provision) of chapter 601, subtitle VIII
of title 49 of the United States Code or
any other Federal law relating to
pipeline safety, or testimony in any
proceeding under chapter 601, subtitle
VIII of title 49 of the United States Code
or any other Federal law relating to
pipeline safety, or a proceeding for the
administration or enforcement of any
requirement imposed under chapter
601, subtitle VIII of title 49 of the United

States Code or any other Federal law
relating to pipeline safety;

(4) Commenced, caused to be
commenced, or is about to commence or
cause to be commenced a proceeding
under chapter 601, subtitle VIII of title
49 of the United States Code or any
other Federal law relating to pipeline
safety, or a proceeding for the
administration or enforcement of any
requirement imposed under chapter
601, subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety; or

(5) Assisted or participated or is about
to assist or participate in any manner in
such a proceeding or in any other action
to carry out the purposes of chapter 601,
subtitle VIII of title 49 of the United
States Code or any other Federal law
relating to pipeline safety.

(c) This part shall have no application
to any employee of an employer who,
acting without direction from the
employer (or such employer’s agent),
deliberately causes a violation of any
requirement relating to pipeline safety
under chapter 601, subtitle VIII of title
49 of the United States Code or any
other Federal law.

§1981.103 Filing of discrimination
complaint.

(a) Who may file. An employee who
believes that he or she has been
discriminated against by an employer in
violation of the Act may file, or have
filed by any person on the employee’s
behalf, a complaint alleging such
discrimination.

(b) Nature of filing. No particular form
of complaint is required, except that a
complaint must be in writing and
should include a full statement of the
acts and omissions, with pertinent
dates, which are believed to constitute
the violations.

(c) Place of filing. The complaint
should be filed with the OSHA Area
Director responsible for enforcement
activities in the geographical area where
the employee resides or was employed,
but may be filed with any OSHA officer
or employee. Addresses and telephone
numbers for these officials are set forth
in local directories and at the following
Internet address: http://www.osha.gov.

(d) Time for filing. Within 180 days
after an alleged violation of the Act
occurs (i.e., when the discriminatory
decision has been both made and
communicated to the complainant), an
employee who believes that he or she
has been discriminated against in
violation of the Act may file, or have
filed by any person on the employee’s
behalf, a complaint alleging such
discrimination. The date of the
postmark, facsimile transmittal, or e-
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mail communication will be considered
to be the date of filing; if the complaint
is filed in person, by hand-delivery or
other means, the complaint is filed upon
receipt.

(e) Relationship to section 11(c)
complaints. A complaint filed under the
Pipeline Safety Act that alleges facts
which would constitute a violation of
section 11(c) of the Occupational Safety
and Health Act, 29 U.S.C. 660(c), will be
deemed to be a complaint filed under
both the Pipeline Safety Act and section
11(c). Similarly, a complaint filed under
section 11(c) that alleges facts that
would constitute a violation of the
Pipeline Safety Act will be deemed to be
a complaint filed under both the
Pipeline Safety Act and section 11(c).
Normal procedures and timeliness
requirements for investigations under
the respective laws and regulations will
be followed.

§1981.104 Investigation.

(a) Upon receipt of a complaint in the
investigating office, the Assistant
Secretary will notify the named person
of the filing of the complaint, of the
allegations contained in the complaint,
and of the substance of the evidence
supporting the complaint (redacted to
protect the identity of any confidential
informants). The Assistant Secretary
will also notify the named person of his
or her rights under paragraphs (b) and
(c) of this section and paragraph (e) of
§1981.110. A copy of the notice to the
named person will also be provided to
the Department of Transportation.

(b) A complaint of alleged violation
shall be dismissed unless the
complainant has made a prima facie
showing that protected behavior or
conduct was a contributing factor in the
unfavorable personnel action alleged in
the complaint.

(1) The complaint, supplemented as
appropriate by interviews of the
complainant, must allege the existence
of facts and evidence to make a prima
facie showing as follows:

(i) The employee engaged in a
protected activity or conduct;

(ii) The named person knew or
suspected, actually or constructively,
that the employee engaged in the
protected activity;

(iii) The employee suffered an
unfavorable personnel action; and

(iv) The circumstances were sufficient
to raise the inference that the protected
activity was a contributing factor in the
unfavorable action.

(2) For purposes of determining
whether to investigate, the complainant
will be considered to have met the
required burden if the complaint on its
face, supplemented as appropriate

through interviews of the complainant,
alleges the existence of facts and either
direct or circumstantial evidence to
meet the required showing, i.e., to give
rise to an inference that the named
person knew or suspected that the
employee engaged in protected activity
and that the protected activity was a
contributing factor in the unfavorable
personnel action. Normally the burden
is satisfied, for example, if the
complaint shows that the adverse
personnel action took place shortly after
the protected activity, giving rise to the
inference that it was a factor in the
adverse action. If the required showing
has not been made, the complainant
will be so advised and the investigation
will not commence.

(c) Notwithstanding a finding that a
complainant has made a prima facie
showing, as required by this section, an
investigation of the complaint shall not
be conducted if the named person,
pursuant to the procedures provided in
this paragraph, demonstrates by clear
and convincing evidence that it would
have taken the same unfavorable
personnel action in the absence of the
complainant’s protected behavior or
conduct. Within 20 days of receipt of
the notice of the filing of the complaint,
the named person may submit to the
Assistant Secretary a written statement
and any affidavits or documents
substantiating his or her position.
Within the same 20 days, the named
person may request a meeting with the
Assistant Secretary to present his or her
position.

(d) If the named person fails to
demonstrate by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of the behavior protected by
the Act, the Assistant Secretary will
conduct an investigation. Investigations
will be conducted in a manner that
protects the confidentiality of any
person who provides information on a
confidential basis, other than the
complainant, in accordance with part 70
of title 29 of the Code of Federal
Regulations.

(e) Prior to the issuance of findings
and a preliminary order as provided for
in § 1981.105, if the Assistant Secretary
has reasonable cause, on the basis of
information gathered under the
procedures of this part, to believe that
the named person has violated the Act
and that preliminary reinstatement is
warranted, the Assistant Secretary will
again contact the named person to give
notice of the substance of the relevant
evidence supporting the complainant’s
allegations as developed during the
course of the investigation. This
evidence includes any witness

statements, which will be redacted to
protect the identity of confidential
informants where statements were given
in confidence; if the statements cannot
be redacted without revealing the
identity of confidential informants,
summaries of their contents will be
provided. The named person will be
given the opportunity to submit a
written response, to meet with the
investigators to present statements from
witnesses in support of his or her
position, and to present legal and
factual arguments. The named person
will present this evidence within 10
business days of the Assistant
Secretary’s notification pursuant to this
paragraph, or as soon afterwards as the
Assistant Secretary and the named
person can agree, if the interests of
justice so require.

§1981.105 Issuance of findings and
preliminary orders.

(a) After considering all the relevant
information collected during the
investigation, the Assistant Secretary
shall issue, within 60 days of filing of
the complaint, written findings as to
whether or not there is reasonable cause
to believe that the named person has
discriminated against the complainant
in violation of the Act.

(1) If the Assistant Secretary
concludes that there is reasonable cause
to believe that a violation has occurred,
he or she shall accompany the findings
with a preliminary order providing
relief to the complainant. The
preliminary order shall include, where
appropriate, a requirement that the
named person abate the violation;
reinstatement of the complainant to his
or her former position, together with the
compensation (including back pay),
terms, conditions and privileges of the
complainant’s employment; and
payment of compensatory damages.
Where the named person establishes
that the complainant is a security risk
(whether or not the information is
obtained after the complainant’s
discharge), a preliminary order of
reinstatement would not be appropriate.
At the complainant’s request the order
shall also assess against the named
person the complainant’s costs and
expenses (including attorney’s and
expert witness fees) reasonably incurred
in connection with the filing of the
complaint.

(2) If the Assistant Secretary
concludes that a violation has not
occurred, the Assistant Secretary will
notify the parties of that finding.

(b) The findings and the preliminary
order will be sent by certified mail,
return receipt requested, to all parties of
record. The letter accompanying the
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findings and order will inform the
parties of their right to file objections
and to request a hearing, and of the right
of the named person to request
attorney’s fees from the administrative
law judge, regardless of whether the
named person has filed objections, if the
named person alleges that the complaint
was frivolous or brought in bad faith.
The letter also will give the address of
the Chief Administrative Law Judge. At
the same time, the Assistant Secretary
will file with the Chief Administrative
Law Judge, U.S. Department of Labor, a
copy of the original complaint and a
copy of the findings and order.

(c) The findings and the preliminary
order will be effective 60 days after
receipt by the named person pursuant to
paragraph (b) of this section, unless an
objection and a request for a hearing has
been filed as provided at § 1981.106.
However, the portion of any preliminary
order requiring reinstatement will be
effective immediately upon receipt of
the findings and preliminary order.

Subpart B—Litigation

§1981.106 Obijections to the findings and
the preliminary order and request for a
hearing.

(a) Any party who desires review,
including judicial review, of the
findings and preliminary order, or a
named person alleging that the
complaint was frivolous or brought in
bad faith who seeks an award of
attorney’s fees, must file any objections
and/or a request for a hearing on the
record within 60 days of receipt of the
findings and preliminary order pursuant
to paragraph (b) of § 1981.105. The
objection or request for attorney’s fees
and request for a hearing must be in
writing and state whether the objection
is to the findings, the preliminary order,
and/or whether there should be an
award of attorney’s fees. The date of the
postmark, facsimile transmittal, or e-
mail communication will be considered
to be the date of filing; if the objection
is filed in person, by hand-delivery or
other means, the objection is filed upon
receipt. Objections must be filed with
the Chief Administrative Law Judge,
U.S. Department of Labor, Washington,
DC 20001 and copies of the objections
must be mailed at the same time to the
other parties of record, the OSHA
official who issued the findings and
order, and the Associate Solicitor,
Division of Fair Labor Standards, U.S.
Department of Labor, Washington, DC
20210.

(b)(1) If a timely objection is filed, all
provisions of the preliminary order will
be stayed, except for the portion
requiring preliminary reinstatement,

which shall not be automatically stayed.
The portion of the preliminary order
requiring reinstatement will be effective
immediately upon the named person’s
receipt of the findings and preliminary
order, regardless of any objections to the
order. The named person may file a
motion with the Office of
Administrative Law Judges for stay of
the Assistant Secretary’s preliminary
order.

(2) If no timely objection is filed with
respect to either the findings or the
preliminary order, the findings or
preliminary order, as the case may be,
shall become the final decision of the
Secretary, not subject to judicial review.

§1981.107 Hearings.

(a) Except as provided in this part,
proceedings will be conducted in
accordance with the rules of practice
and procedure for administrative
hearings before the Office of
Administrative Law Judges, codified at
subpart A, part 18 of title 29 of the Code
of Federal Regulations.

(b) Upon receipt of an objection and
request for hearing, the Chief
Administrative Law Judge will promptly
assign the case to a judge who will
notify the parties, by certified mail, of
the day, time, and place of hearing. The
hearing is to commence expeditiously,
except upon a showing of good cause or
unless otherwise agreed to by the
parties. Hearings will be conducted de
novo, on the record. Administrative law
judges have broad discretion to limit
discovery in order to expedite the
hearing.

(c) If both the complainant and the
named person object to the findings
and/or order, the objections will be
consolidated and a single hearing will
be conducted.

(d) Formal rules of evidence will not
apply, but rules or principles designed
to assure production of the most
probative evidence will be applied. The
administrative law judge may exclude
evidence that is immaterial, irrelevant,
or unduly repetitious.

§1981.108 Role of Federal agencies.

(a)(1) The complainant and the named
person will be parties in every
proceeding. At the Assistant Secretary’s
discretion, the Assistant Secretary may
participate as a party or as amicus
curiae at any time at any stage of the
proceedings. This right to participate
includes, but is not limited to, the right
to petition for review of a decision of an
administrative law judge, including a
decision approving or rejecting a
settlement agreement between the
complainant and the named person.

(2) Copies of pleadings in all cases,
whether or not the Assistant Secretary is
participating in the proceeding, must be
sent to the Assistant Secretary,
Occupational Safety and Health
Administration, and to the Associate
Solicitor, Division of Fair Labor
Standards, U.S. Department of Labor,
Washington, DC 20210.

(b) The Secretary of Transportation
may participate as amicus curiae at any
time in the proceedings, at the Secretary
of Transportation’s discretion. At the
request of the Secretary of
Transportation, copies of all pleadings
in a case must be sent to the Secretary
of Transportation, whether or not the
Secretary of Transportation is
participating in the proceeding.

§1981.109 Decision and orders of the
administrative law judge.

(a) The decision of the administrative
law judge will contain appropriate
findings, conclusions, and an order
pertaining to the remedies provided in
paragraph (b) of this section, as
appropriate. A determination that a
violation has occurred may only be
made if the complainant has
demonstrated that protected behavior or
conduct was a contributing factor in the
unfavorable personnel action alleged in
the complaint. Relief may not be
ordered if the named person
demonstrates by clear and convincing
evidence that it would have taken the
same unfavorable personnel action in
the absence of any protected behavior.
Neither the Assistant Secretary’s
determination to dismiss a complaint
without completing an investigation
pursuant to § 1981.104(b) nor the
Assistant Secretary’s determination to
proceed with an investigation is subject
to review by the administrative law
judge, and a complaint may not be
remanded for the completion of an
investigation or for additional findings
on the basis that a determination to
dismiss was made in error. Rather, if
there otherwise is jurisdiction, the
administrative law judge will hear the
case on the merits.

(b) If the administrative law judge
concludes that the party charged has
violated the law, the order shall direct
the party charged to take appropriate
affirmative action to abate the violation,
including, where appropriate,
reinstatement of the complainant to that
person’s former position, together with
the compensation (including back pay),
terms, conditions, and privileges of that
employment, and compensatory
damages. At the request of the
complainant, the administrative law
judge shall assess against the named
person all costs and expenses (including
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attorney and expert witness fees)
reasonably incurred. If, upon the request
of the named person, the administrative
law judge determines that a complaint
was frivolous or was brought in bad
faith, the judge may award to the named
person a reasonable attorney’s fee, not
exceeding $1,000.

(c) The decision will be served upon
all parties to the proceeding. Any
administrative law judge’s decision
requiring reinstatement or lifting an
order of reinstatement by the Assistant
Secretary will be effective immediately
upon receipt of the decision by the
named person, and will not be stayed by
the filing of a timely petition for review
with the Administrative Review Board.
All other portions of the judge’s order
will be effective 10 business days after
the date of the decision unless a timely
petition for review has been filed with
the Administrative Review Board.

§1981.110 Decision and orders of the
Administrative Review Board.

(a) Any party desiring to seek review,
including judicial review, of a decision
of the administrative law judge, or a
named person alleging that the
complaint was frivolous or brought in
bad faith who seeks an award of
attorney’s fees, must file a written
petition for review with the
Administrative Review Board (‘“‘the
Board”), which has been delegated the
authority to act for the Secretary and
issue final decisions under this part.
The decision of the administrative law
judge will become the final order of the
Secretary unless, pursuant to this
section, a petition for review is timely
filed with the Board. The petition for
review must specifically identify the
findings, conclusions or orders to which
exception is taken. Any exception not
specifically urged ordinarily will be
deemed to have been waived by the
parties. To be effective, a petition must
be filed within 10 business days of the
date of the decision of the
administrative law judge. The date of
the postmark, facsimile transmittal, or e-
mail communication will be considered
to be the date of filing; if the petition is
filed in person, by hand-delivery or
other means, the petition is considered
filed upon receipt. The petition must be
served on all parties and on the Chief
Administrative Law Judge at the time it
is filed with the Board. Copies of the
petition for review and all briefs must
be served on the Assistant Secretary,
Occupational Safety and Health
Administration, and on the Associate
Solicitor, Division of Fair Labor
Standards, U.S. Department of Labor,
Washington, DC 20210.

(b) If a timely petition for review is
filed pursuant to paragraph (a) of this
section, the decision of the
administrative law judge will become
the final order of the Secretary unless
the Board, within 30 days of the filing
of the petition, issues an order notifying
the parties that the case has been
accepted for review. If a case is accepted
for review, the decision of the
administrative law judge will be
inoperative unless and until the Board
issues an order adopting the decision,
except that a preliminary order of
reinstatement will be effective while
review is conducted by the Board,
unless the Board grants a motion to stay
the order. The Board will specify the
terms under which any briefs are to be
filed. The Board will review the factual
determinations of the administrative
law judge under the substantial
evidence standard.

(c) The final decision of the Board
shall be issued within 90 days of the
conclusion of the hearing, which will be
deemed to be the conclusion of all
proceedings before the administrative
law judge—i.e., 10 business days after
the date of the decision of the
administrative law judge unless a
motion for reconsideration has been
filed with the administrative law judge
in the interim. The decision will be
served upon all parties and the Chief
Administrative Law Judge by mail to the
last known address. The final decision
will also be served on the Assistant
Secretary, Occupational Safety and
Health Administration, and on the
Associate Solicitor, Division of Fair
Labor Standards, U.S. Department of
Labor, Washington, DC 20210, even if
the Assistant Secretary is not a party.

(d) If the Board concludes that the
party charged has violated the law, the
final order will order the party charged
to take appropriate affirmative action to
abate the violation, including, where
appropriate, reinstatement of the
complainant to that person’s former
position, together with the
compensation (including back pay),
terms, conditions, and privileges of that
employment, and compensatory
damages. At the request of the
complainant, the Board shall assess
against the named person all costs and
expenses (including attorney’s and
expert witness fees) reasonably
incurred.

(e) If the Board determines that the
named person has not violated the law,
an order will be issued denying the
complaint. If, upon the request of the
named person, the Board determines
that a complaint was frivolous or was
brought in bad faith, the Board may

award to the named person a reasonable
attorney’s fee, not exceeding $1,000.

Subpart C—Miscellaneous Provisions

§1981.111 Withdrawal of complaints,
objections, and findings; settlement.

(a) At any time prior to the filing of
objections to the findings or preliminary
order, a complainant may withdraw his
or her complaint under the Act by filing
a written withdrawal with the Assistant
Secretary. The Assistant Secretary will
then determine whether to approve the
withdrawal. The Assistant Secretary
will notify the named person of the
approval of any withdrawal. If the
complaint is withdrawn because of
settlement, the settlement will be
approved in accordance with paragraph
(d) of this section.

(b) The Assistant Secretary may
withdraw his or her findings or a
preliminary order at any time before the
expiration of the 60-day objection
period described in § 1981.106,
provided that no objection has yet been
filed, and substitute new findings or
preliminary order. The date of the
receipt of the substituted findings or
order will begin a new 60-day objection
period.

(c) At any time before the findings or
order become final, a party may
withdraw his or her objections to the
findings or order by filing a written
withdrawal with the administrative law
judge or, if the case is on review, with
the Board. The judge or the Board, as
the case may be, will determine whether
to approve the withdrawal. If the
objections are withdrawn because of
settlement, the settlement will be
approved in accordance with paragraph
(d) of this section.

(d)(1) Investigative settlements. At any
time after the filing of a complaint, and
before the findings and/or order are
objected to or become a final order by
operation of law, the case may be settled
if the Assistant Secretary, the
complainant and the named person
agree to a settlement.

(2) Adjudicatory settlements. At any
time after the filing of objections to the
Assistant Secretary’s findings and/or
order, the case may be settled if the
participating parties agree to a
settlement and the settlement is
approved by the administrative law
judge if the case is before the judge, or
by the Board if a timely petition for
review has been filed with the Board. A
copy of the settlement will be filed with
the administrative law judge or the
Board, as the case may be.

(e) Any settlement approved by the
Assistant Secretary, the administrative
law judge, or the Board will constitute
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the final order of the Secretary and may
be enforced pursuant to § 1981.113.

§1981.112 Judicial review.

(a) Within 60 days after the issuance
of a final order by the Board (Secretary)
under § 1981.110, any person adversely
affected or aggrieved by the order may
file a petition for review of the order in
the United States Court of Appeals for
the circuit in which the violation
allegedly occurred or the circuit in
which the complainant resided on the
date of the violation. A final order of the
Board is not subject to judicial review
in any criminal or other civil
proceeding.

(b) If a timely petition for review is
filed, the record of a case, including the
record of proceedings before the
administrative law judge, will be
transmitted by the Board to the
appropriate court pursuant to the rules
of the court.

§1981.113 Judicial enforcement.

Whenever any person has failed to
comply with a preliminary order of
reinstatement or a final order or the
terms of a settlement agreement, the
Secretary or a person on whose behalf
the order was issued may file a civil
action seeking enforcement of the order
in the United States district court for the
district in which the violation was
found to have occurred.

§1981.114 Special circumstances; waiver
of rules.

In special circumstances not
contemplated by the provisions of this
part, or for good cause shown, the
administrative law judge or the Board
on review may, upon application, after
three days notice to all parties, waive
any rule or issue any orders that justice
or the administration of the Act
requires.

[FR Doc. 05-6925 Filed 4-7-05; 8:45 am|
BILLING CODE 4510-26-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 110
[CGD05-03-036]
RIN 1625-AA01

Anchorage Grounds; Baltimore Harbor
Anchorage Project

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is amending
the geographic coordinates and

modifying the regulated use of the
anchorages in Baltimore Harbor, MD.
This amendment is necessary to ensure
changes in depth and dimension to the
Baltimore Harbor anchorages resulting
from an Army Corps of Engineers
anchorage-deepening project are
reflected in the Federal regulations and
on National Oceanic and Atmospheric
Association charts. The modifications to
the regulated uses of the anchorages
accommodate changes to ships’ drafts
and lengths since the last revision of
this regulation in 1968 and standardize
the anchorage regulations throughout
the Fifth Coast Guard District.

DATES: This rule is effective May 9,
2005.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket CGD05-03-036 and are available
for inspection or copying at
Commander, Fifth Coast Guard District
(0oan), 431 Crawford Street, Portsmouth,
VA, 23704-5004 between 9 a.m. and 3
p-m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Junior Grade Timothy
Martin, Fifth Coast Guard District Aids
to Navigation and Waterways
Management Branch, (757) 398-6285.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On July 2, 2003, we published a
notice of proposed rulemaking (NPRM)
entitled Baltimore Harbor Anchorage
Project in the Federal Register (68 FR
39503). We received one phone call
commenting on the NPRM. No public
hearing was requested, and none was
held.

On January 14, 2004 we published a
supplemental notice of proposed
rulemaking (SNPRM) also entitled
Baltimore Harbor Anchorage Project in
the Federal Register (69 FR 2095) to
solicit for comments on updates made to
Anchorage 2. No public hearing was
requested, and none was held.

On October 12, 2004 we published a
supplemental notice of proposed
rulemaking (SNPRM) again entitled
Baltimore Harbor Anchorage Project in
the Federal Register (69 FR 60592) to
better align the anchorages with the
Federal navigation project. No
comments were received on the
SNPRM. No public hearing was
requested, none was held.

Background and Purpose

The U.S. Army Corps of Engineers
received Congressional authorization for
the Baltimore Harbor Anchorage project

in September 2001. Dredging for the
Baltimore Harbor Anchorage was
completed in May 2003. The objective
of this project was to increase the
project depths of Anchorage No. 3 and
No. 4 to 42ft and 35ft respectively.

The original Federal anchorage
project for Baltimore Harbor was
designed to accommodate cargo ships
with maximum drafts of 33ft and
lengths of 550ft. The dimensions of the
anchorages changed to accommodate
the larger ships that call on the Port that
routinely approach 1000ft length overall
with drafts of 36 to 38 feet or more. The
new coordinates established for
Anchorage Nos. 2, 3, and 4, also
accommodate the widening of the
Dundalk West Channel, a north/south
Federal navigation project located
between Anchorage No. 3 and
Anchorage No. 4 and widening of the
Dundalk East Channel bordering
Anchorage No. 4. Anchorage No. 3 was
divided into two sections: Anchorage 3
Lower (2200” x 2200” x 42ft mean lower
low water (MLLW)) and Anchorage 3
Upper (1800” x 1800” x 42ft MLLW).
Anchorage No. 4 was also modified
(1850" x 1800 x 35ft MLLW).

Discussion of Comments and Changes

One comment was received regarding
the new coordinates of the anchorages
in response to the NPRM (68 FR 39503).
Three changes where made based on
that comment. The longitude for the
fourth coordinate in Anchorage 3 Upper
listed as 76° 33'53.6” W was changed to
76° 32’ 53.6” W. In Anchorage 2, the
sixth position incorrectly listed as 39°
14’43.7” N, 76° 2’63.6” W was changed
to 39°14743.7” N, 76° 32’53.6” W. Also
in Anchorage 2, the second coordinate
listed as 39° 14’43.9” N, 76° 32'27.0" W
was excluded.

Two changes were made to the two
northwestern coordinates in Anchorage
2 after the comment period for the
NPRM had expired. Therefore, we
issued a SNPRM to solicit comments.
No comments were received.

Minor changes were made to the
geographic points making up
Anchorages 1, 2, 5, 6 and 7 to aid in the
graphical representations of those
anchorages and better align them with
the Federal navigation project. One
decimal place was added to all
coordinates to better define the
anchorage boundaries. Therefore, we
published a second SNPRM to solicit
comments on the changes. No
comments were received.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
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Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Homeland Security
(DHS).

The deepening of Anchorage No. 3
and Anchorage No. 4 within the Port of
Baltimore accommodates deep draft
vessels waiting for an open berth. The
Coast Guard does not expect that these
new regulations will adversely impact
maritime commerce.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which might be small
entities: the owners or operators of
vessels used for chartering, taxi, ferry
services, or any other marine traffic that
transit this area of Fort McHenry
Channel in Baltimore Harbor. Changes
to Anchorage No. 3 and Anchorage No.
4 may change the vessel routing through
this area of the harbor. Deepening the
anchorages and changing the
coordinates for the anchorages will not
have a significant economic impact on
a substantial number of small entities
for the following reasons. Vessel traffic
can pass safely around the new
anchorage areas. The new coordinates
for the anchorages are a change in
dimension, the size of which will
remain proportional to its current size,
and their location will not interfere with
commercial traffic.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine

compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss possible
effects of this rule in the section titled
Small Entities in this preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2. of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(f), of the
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Instruction, from further environmental
documentation. This rule changes the
size of Anchorage No. 2, Anchorage No.
3 and Anchorage No. 4 and modifies the
regulated uses of these anchorages.

A final “Environmental Analysis
Check List” and a final “Categorical
Exclusion Determination” are available
in the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 110
Anchorage grounds.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 110 as follows:

PART 110—ANCHORAGE
REGULATIONS

m 1. The authority citation for part 110
continues to read as follows:

Authority: 33 U.S.C. 471, 1221 through
1236, 2030, 2035 and 2071; 33 CFR 1.05-1(g);
Department of Homeland Security Delegation
No. 0170.1.

m 2.In § 110.158 revise paragraphs (a)
and (b) and add paragraph (c) and (d) to

read as follows:

§110.158 Baltimore Harbor, MD.
North American Datum 1983.
(a) Anchorage Grounds.

(1) Anchorage No. 1, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

(3) Anchorage No. 3, Upper, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

39°13’51.01” N

76°32'18.71” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

Latitude

39°14'32.48” N
39°14'46.23” N
39°14'57.51” N
39°14'43.76” N

Longitude

76°33'11.31” W
76°33'25.82” W
76°33'08.13” W
76°32’53.62” W

without permission from the Captain of
the Port.

(8) Anchorage No. 7, Dead ship
anchorage.

(i) The waters bounded by a line
connecting the following points:

(i1) No vessel shall remain in this
anchorage for more than 24 hours
without permission from the Captain of
the Port.

(4) Anchorage No. 3, Lower, general
anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13’00.40” N
39°13’13.40” N
39°13'13.96” N
39°13'14.83” N
39°13’00.40” N

(ii) The primary use of this anchorage

Longitude

76°34°10.40” W
76°34’10.81” W
76°34°05.02” W
76°33'29.80” W
76°33°29.90” W

Latitude

39°15"13.51” N
39°15"11.01” N
39°14’52.98” N
39°14747.90” N

Longitude

76°34’07.76” W
76°34’11.69” W
76°33'52.67” W
76°33'40.73” W

(ii) No vessel shall remain in this
anchorage for more than 12 hours

without permission from the Captain of

the Port.

(2) Anchorage No. 2, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°14'46.23” N
39°14'56.96” N
39°15708.55” N
39°15719.28” N
39°1519.33” N
39°15'14.19” N
39°15°06.87” N
39°14'41.37" N
39°14'30.93” N
39°14'46.27” N
39°14'43.76” N
39°14'57.51” N

Longitude

76°33'25.82” W
76°33'37.15” W
76°33’37.65” W
76°33'24.49” W
76°33'14.32” W
76°32'57.76” W
76°32745.48” W
76°32'27.38' W
76°32’33.52” W
76°32749.69” W
76°32’53.62” W
76°33'08.13” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

Latitude

39°14’32.48” N
39°14'46.27” N
39°14’30.93” N
39°14'24.40” N
39°14’15.66” N

Longitude

76°33’11.31” W
76°32°49.69” W
76°32733.52” W
76°32739.87” W
76°32’53.58” W

(i1) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(5) Anchorage No. 4, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13'52.91” N
39°14’05.91” N
39°14'07.30” N
39°14’17.96” N
39°14'05.32” N
39°14’00.46” N

Longitude

76°32°29.60” W
76°32°43.30” W
76°32'43.12” W
76°32°26.41” W
76°32'13.09” W
76°32°17.77" W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(6) Anchorage No. 5, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°14'07.89” N
39°13734.82” N
39°13722.25” N
39°13721.20” N

Longitude

76°32’58.23” W
76°32°23.66” W
76°32°28.90” W
76°33'11.94” W

(ii) No vessel shall remain in this
anchorage for more than 72 hours

without permission from the Captain of

the Port.

(7) Anchorage No. 6, general

anchorage.

(i) The waters bounded by a line
connecting the following points:

Latitude

39°13'42.98” N
39°13'20.65” N
39°13’34.00” N
39°14'01.95” N

Longitude

76°32'19.11” W
76°31’55.58” W
76°31'33.50” W
76°32°02.65” W

is to lay up dead ships. Such use has
priority over other uses. Permission
from the Captain of the Port must be
obtained prior to the use of this
anchorage for more than 72 hours.

(b) Definitions. As used in this
section: Class 1 (explosive) materials
means Division 1.1, 1.2, 1.3, and 1.4
explosives, as defined in 49 CFR 173.50.
Dangerous cargo means certain
dangerous cargo as defined in Sec.
160.203 of this title.

(c) General regulations. (1) Except as
otherwise provided, this section applies
to vessels over 20 meters long and all
vessels carrying or handling dangerous
cargo or Class 1 (explosive) materials
while anchored in an anchorage ground
described in this section.

(2) Except in cases where unforeseen
circumstances create conditions of
imminent peril, or with the permission
of the Captain of the Port, no vessel
shall be anchored in Baltimore Harbor
and Patapsco River outside of the
anchorage areas established in this
section for more than 24 hours. No
vessel shall anchor within a tunnel,
cable or pipeline area shown on a
government chart. No vessel shall be
moored, anchored, or tied up to any
pier, wharf, or other vessel in such
manner as to extend into established
channel limits. No vessel shall be
positioned so as to obstruct or endanger
the passage of any other vessel.

(3) Except in an emergency, a vessel
that is likely to sink or otherwise
become a menace or obstruction to
navigation or the anchoring of other
vessels may not occupy an anchorage,
unless the vessel obtains a permit from
the Captain of the Port.

(4) The Captain of the Port may grant
a revocable permit to a vessel for a
habitual use of an anchorage. Only the
vessel that holds the revocable permit
may use the anchorage during the
period that the permit is in effect.

(5) Upon notification by the Captain
of the Port to shift its position, a vessel
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at anchor shall get underway and shall
move to its new designated position
within 2 hours after notification.

(6) The Captain of the Port may
prescribe specific conditions for vessels
anchoring within the anchorages
described in this section, including, but
not limited to, the number and location
of anchors, scope of chain, readiness of
engineering plant and equipment, usage
of tugs, and requirements for
maintaining communication guards on
selected radio frequencies.

(7) No vessel at anchor or at a mooring
within an anchorage may transfer oil to
or from another vessel unless the vessel
has given the Captain of the Port the
four hours advance notice required by
§156.118 of this chapter.

(8) No vessel shall anchor in a “dead
ship” status (propulsion or control
unavailable for normal operations)
without prior approval of the Captain of
the Port.

(d) Regulations for vessels handling or
carrying dangerous cargoes or Class 1
(explosive) materials. (1) This paragraph
(d) applies to every vessel, except a U.S.
naval vessel, handling or carrying
dangerous cargoes or Class 1 (explosive)
materials.

(2) The Captain of the Port may
require every person having business
aboard a vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while in an anchorage, other
than a member of the crew, to hold a
form of identification prescribed in the
vessel’s security plan.

(3) Each person having business
aboard a vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while in an anchorage, other
than a member of the crew, shall present
the identification prescribed by
paragraph (d)(2) of this section to any
Coast Guard Boarding Officer who
requests it.

(4) Each non-self-propelled vessel
handling or carrying dangerous cargoes
or Class 1 (explosive) materials must
have a tug in attendance at all times
while at anchor.

(5) Each vessel handling or carrying
dangerous cargoes or Class 1 (explosive)
materials while at anchor must display
by day a bravo flag in a prominent
location and by night a fixed red light.

Dated: March 25, 2005.
Ben Thomason, III,

Captain, U.S. Coast Guard, Acting
Commander, Fifth Coast Guard District.

[FR Doc. 05-6956 Filed 4-7—-05; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2004-0412; FRL-7691-8]
Buprofezin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of buprofezin in
or on avocado, papaya, star apple, black
sapote, mango, sapodilla, canistel,
mamey sapote, sugar apple, cherimoya,
atemoya, custard apple, ilama, soursop,
birida, guava, feijoa, jaboticaba, wax
jambu, starfruit, passionfruit, and
acerola at 0.30 parts per million (ppm);
pome fruit at 0.30 ppm; peach at 9.0
ppm, meat (cattle, goat, hog, horse, and
sheep) at 0.05 ppm; kidney (cattle, goat,
hog, horse, and sheep) at 0.05 ppm.;
lettuce, head at 5.0 ppm, Lettuce, leaf at
13.0 ppm, and Vegetable, cucurbit at 0.5
ppm; fruit, citrus, group 10 at 2.5 ppm;
citrus, dried, pulp at 7.5 ppm; and
citrus, oil at 80 ppm. Nichino America,
Inc., Linden Park, Suite 501, 4550 New
Linden Hill Road, Wilmington, DE
19808 requested these tolerances under
the Federal Food, Drug, and Cosmetic
Act (FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA).

DATES: This regulation is effective April
8, 2005. Objections and requests for
hearings must be received on or before
June 7, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2004—
0412. All documents in the docket are
listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Richard J. Gebken, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305-6701; e-mail address:
gebken.richard@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

¢ Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background and Statutory Findings

In the Federal Register of March 17,
2004 (69 FR 12676) (FRL-7347-1), EPA
issued a notice pursuant to section
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408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 3E6636, 3E6741,
and 3E6747) by Interregional Research
Project Number (IR-4), 681 U.S.
Highway #1 South, North Brunswick, NJ
08902 and Nichino America, Inc.,
Linden Park, Suite 501, 4550 New
Linden Hill Road, Wilmington, DE
19808. The petition requested that 40
CFR 180.511 be amended by
establishing a tolerance for residues of
the insecticide buprofezin (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one), in or on the raw
agricultural commodities: Fruit, pome,
group 11, except apple and apple,
pomace at 4.0 parts per million (ppm)
(PP 3E6636), apple at 1.2 ppm (PP
3E6636), apple, pomace at 2.5 ppm (PP
3E6636), peach, apricot, and nectarine
at 3.0 ppm (PP 3E6741), and avocado,
papaya, star apple, black sapote, mango,
sapodilla, canistel, mamey sapote, sugar
apple, cherimoya, atemoya, custard
apple, ilama, soursop, biriba, guava,
feijoa, jaboticaba, wax jambu, starfruit,
passionfruit, and acerola at 0.30 ppm
(PP 3E6747).

In the Federal Register of June 21,
2000 (65 FR 38543) (FRL—-6557—-3), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 0F6087) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808, (formerly
Aventis CropScience, formerly AgrEvo
USA Company). The petition requested
that 40 CFR 180.511 be amended by
establishing a tolerance for residues of
the insecticide buprofezin] (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one), in or on the following
meat commodities; (Cattle, goats, hogs,
horse, and sheep at 0.05 ppm) and
kidney commodities for (cattle, goats,
hogs, horse, and sheep at 0.05 ppm)
respectively.

In the Federal Register of December
22,2004 (69 FR 76719) (FRL-7689-4),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6873) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808. The petition
requested that 40 CFR 180.511 be
amended by establishing increased
tolerances for residues of buprofezin (2-
[(1,1-dimethylethyl)imino]tetrahydro-3-
(1-methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one) in or on the following
agricultural commodities: Fruit, citrus,

Group 10 at 2.5 ppm); citrus, dried pulp
at 7.5 ppm; and citrus, oil at 80 ppm.

In the Federal Register of December
23, 2004 (69 FR 76942) (FRL—7694-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6887) by
Nichino America, Inc., Linden Park,
Suite 501, 4550 New Linden Hill Road,
Wilmington, DE 19808. The petition
requested that 40 CFR 180.511 be
amended by establishing tolerances for
residues of buprofezin (2-[(1,1-
dimethylethyl)imino]tetrahydro-3-(1-
methylethyl)-5-phenyl-4H-1,3,5-
thiadiazin-4-one) in or on the following
raw agricultural commodities: Head
lettuce at 5 ppm, leaf lettuce at 13 ppm,
and Vegetables, cucurbits, group 9 at 0.5
ppm. .

Each respective notice included a
summary of the petition prepared by the
registrant Nichino America,
Incorporated, 4550 New Linden Hill
Road, Suite 501, Wilmington, DE 19808,
or the previous, registrant Aventis
CropScience.

A private citizen responded to
petitions PP 3E6636, 3E6741, 3E6747,
4F6873, and 4F6887. The substantive
public comments and corresponding
Agency responses are addressed in a
separate document available in the
docket for this action under Docket
identification (ID) number OPP—2004—
0362.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ““safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on

Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
buprofezin in or on avocado, papaya,
star apple, black sapote, mango,
sapodilla, canistel, mamey sapote, sugar
apple, cherimoya, atemoya, custard
apple, ilama, soursop, birida, guava,
feijoa, jaboticaba, wax jambu, starfruit,
passionfruit, and acerola at 0.30 parts
per million (ppm); pome fruit at 4.0
ppm; peach at 9.0 ppm, meat (cattle,
goat, hog, horse, and sheep) at 0.05
ppm; kidney (cattle, goat, hog, horse,
and sheep) at 0.05 ppm; Lettuce, head
at 5.0 ppm, Lettuce, leaf at 13 ppm;
Vegetable, cucurbit group 9 at 0.50 ppm;
Fruit, citrus, Group 10 at 2.5 parts per
million (ppm); Citrus, dried pulp at 7.5
ppm, and citrus, oil at 80 ppm.

EPA’s assessment of exposures and
risks associated with establishing the
tolerance follows:

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by buprofezin as
well as the no observed adverse effect
level (NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed are discussed
in the Federal Register of June 25, 2003
(68 FR 37765) (FRL-7310-7).

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
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animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or
uncertainty factors may be used:
“Traditional uncertainty factors;” the
“special FQPA safety factor;” and the
“default FQPA safety factor.” By the
term ‘““traditional uncertainty factor,”
EPA is referring to those additional
uncertainty factors used prior to FQPA
passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the
additional safety factor for the
protection of infants and children. The
term “‘special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors
deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RID by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RfD to
accommodate this type of safety factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk). An example of how such a

probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-%), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the
carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” is identified below which
carcinogenic effects are not expected.
The point of departure is typically a
NOAEL based on an endpoint related to
cancer effects though it may be a
different value derived from the dose
response curve. To estimate risk, a ratio
of the point of departure to exposure
(MOE_ancer = point of departure/
exposures) is calculated.

A summary of the toxicological
endpoints for buprofezin used for
human risk assessment is discussed in
Unit III.B. of the final rule published in
the Federal Register of June 25, 2003
(68 FR 37765) (FRL—7310-7).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.511) for the
residues of buprofezin, in or on a variety
of raw agricultural commodities.
Tolerances for residues of buprofezin
are currently established for ruminant
fat, meat byproducts, and liver at 0.05
ppm (40 CFR 180.511). Tolerances are
being established for meat (cattle, goat,
hog, horse, and sheep) at 0.05 ppm; and
kidney (cattle, goat, hog, horse, and
sheep) at 0.05 ppm; based on additional
animal metabolism studies provided
from Nichino America, Inc. Risk
assessments were conducted by EPA to
assess dietary exposures from
buprofezin in food as follows:

i. Acute and chronic exposure. Acute
dietary risk assessments are performed
for a food-use pesticide, if a
toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In conducting the acute dietary risk
assessment EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM-FCID™) (ver. 1.30)
and Lifeline™ (ver. 2.00) models,
which incorporates food consumption
data as reported by respondents in the
USDA 1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII), and accumulated
exposure to the chemical for each
commodity. The following assumptions
were made for the acute exposure
assessments: The acute analysis
assumed tolerance level residues, 100%
crop treated for all uses, and DEEM™
(ver. 7.76) default processing factors for

all registered/proposed commodities
(Tier 1). The chronic analysis assumed
DEEM™ (ver.7.76) default processing
factors for all registered/proposed
commodities and incorporated percent
crop treated estimates and average field
trial residues.

ii. Cancer. In accordance with the
EPA Guidelines for Carcinogen Risk
Assessment, the Carcinogen Assessment
Review Commission classified
buprofezin as having “suggestive
evidence of carcinogenicity, but not
sufficient to assess human carcinogenic
potential” based on liver tumors in
female mice. The Committee further
recommended no quantification of
cancer risk.

iii. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(F) of FFDCA states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings:
Condition 1, that the data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
section 408(b)(2)(F) of FFDCA, EPA may
require registrants to submit data on
PCT.

The Agency used PCT information as
follows:

® 5% crop treated (PCT) for
cantaloupes;

e 2.5% crop treated for cotton,
grapefruit, grapes, lemons, limes,
oranges, squash, tangelos, tangerines,
tomatoes, and watermelon;

e Market share % crop treated was
projected not to exceed 5% for apples,
and 13% for peaches;

e All other crops currently registered
and/or proposed commodities were
assumed to be 100% crop treated.

The Agency believes that the three
conditions listed in Unit C. 1. iii. have
been met. With respect to Condition 1,
PCT estimates are derived from Federal
and private market survey data, which
are reliable and have a valid basis. For
previously registered crops, EPA used
an average of the values from these
surveys over the last 5 years for
estimating PCT for chronic dietary
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exposure assessments. For most newly
registered crops, the Agency assumed
100% PCT. In estimating PCT for the
apples and peaches as newly-registered
crops, EPA assumed that the PCT for
buprofezin would at least equal or
exceed the PCT for the leading
comparable insect growth regulatory
pesticide alternative on that crop. For
peaches, PCT for buprofezin was
projected to potentially exceed the
leading alternative’s PCT by a factor of
five because buprofezin has a slight cost
advantage over the alternative on that
crop. With regards to apples, buprofezin
was projected to slightly exceed sales of
the leading alternative’s PCT because
buprofezin is an excellent technical fit
as an insect pest management (IPM)
insecticide for apples. The Agency is
reasonably certain that the percentage of
the food treated is not likely to be an
underestimation.

As to Conditions 2 and 3, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
buprofezin may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
buprofezin in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
buprofezin.

The Agency uses the Generic
Estimated Environmental Concentration
(GENEEC) or the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) to estimate
pesticide concentrations in surface
water and Screening Concentrations in
Groundwater (SCI-GROW), which
predicts pesticide concentrations in
ground water. In general, EPA will use

GENEEC (a Tier 1 model) before using
PRZM/EXAMS (a Tier 2 model) for a
screening-level assessment for surface
water. The GENEEC model is a subset of
the PRZM/EXAMS model that uses a
specific high-end runoff scenario for
pesticides. GENEEC incorporates a farm
pond scenario, while PRZM/EXAMS
incorporate an index reservoir
environment in place of the previous
pond scenario. The PRZM/EXAMS
model includes a percent crop area
factor as an adjustment to account for
the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs), which are the
model estimates of a pesticide’s
concentration in water. EECs derived
from these models are used to quantify
drinking water exposure and risk as a
%R{D or %PAD. Instead drinking water
levels of comparison (DWLOCs) are
calculated and used as a point of
comparison against the model estimates
of a pesticide’s concentration in water.
DWLOC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to buprofezin
they are further discussed in the
aggregate risk sections in Unit E.

Based on the GENEEC, PRZM/EXAMS
and SCI-GROW models, the EECs of
buprofezin for acute exposures are
estimated to be 19.2 parts per billion
(ppb) for surface water and 0.1 ppb for
ground water. The EECs for chronic
exposures are estimated to be 4.5 ppb
for surface water and 0.1 ppb for ground
water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Buprofezin is not registered for use on
any sites that would result in residential
exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
buprofezin and any other substances
and buprofezin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that buprofezin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s OPP concerning
common mechanism determinations
and procedures for cumulating effects
from substances found to have a
common mechanism on EPA’s web site
at http://www.epa.gov/pesticides/
cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
The Agency concluded that the
available studies provided no indication
of increased susceptibility of rats or
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rabbits following in utero exposure or of
rats following prenatal/postnatal
exposure to buprofezin.

3. Conclusion. There is a complete
toxicity data base for buprofezin and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. EPA
determined that the 10X SF to protect
infants and children should be reduced
to 1X.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against EECs.
DWLOC values are not regulatory
standards for drinking water. DWLOGs
are theoretical upper limits on a
pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking

water (e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure). This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the EPA’s Office of Water are
used to calculate DWLOCs: 2 Liter (L)/
70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, OPP concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when

considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, OPP will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to buprofezin will
occupy 5.0% of the aPAD for females 13
to 19 years old. In addition, there is
potential for acute dietary exposure to
buprofezin] in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface water and
ground water, EPA does not expect the
aggregate exposure to exceed 100% of
the aPAD, as shown in Table 1 of this
unit:

TABLE 1.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO BUPROFEZIN

Surface Ground Acute
Population Subgroup aPA%fmg/ CVE’F"’(‘)';Q)D Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
Females (13—49 years old) 2.0 5 19.2 0.1 57,000

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, the chronic aggregate
risk assessment takes into account
average exposure estimates from dietary
consumption of buprofezin (food and
drinking water). However, there are no

TABLE 2.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO BUPROFEZIN

residential uses for buprofezin that
result in chronic residential exposure to

buprofezin. Therefore, the chronic

aggregate risk assessment will consider
exposure from food and drinking water
only. There is potential for chronic

dietary exposure to buprofezin in

drinking water. After calculating
DWLOCs and comparing them to the

EECs for surface water and ground

unit:

water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in Table 2 of this

Surface Ground Chronic
Population Subgroup cPkg%:;/g/ of"lfgfa? Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)

U.S. population 0.01 38 4.5 0.1 220
All infants (<1 yr old) 0.01 64 45 0.1 36
Children (1-2 years old) 0.01 81 4.5 0.1 19
Youth (13-19 years old) 0.01 32 45 0.1 200
Adults (50 years + old) 0.01 39 4.5 0.1 21
Females (13—49 years old) 0.01 34 4.5 0.1 200

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Buprofezin is not registered for use on
any sites that would result in residential
exposure. Therefore, the aggregate risk
is the sum of the risk from food and

water, which do not exceed the
Agency'’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
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plus chronic exposure to food and water
(considered to be a background
exposure level). Buprofezin is not
registered for use on any sites that
would result in residential exposure.
Therefore, the aggregate risk is the sum
of the risk from food and water, which
do not exceed the Agency’s level of
concern.

5. Aggregate cancer risk for U.S.
population. In chronic studies in the rat,
an increased incidence of follicular cell
hyperplasia and hypertrophy in the
thyroid of males was reported. Increased
relative liver weights were reported in
female dogs. Buprofezin was not
carcinogenic to male and female rats. In
the mouse, increased absolute liver
weights in males and females, along
with an increased incidence of
hepatocellular adenomas and
hepatocellular adenomas plus
carcinomas in females were reported.
Buprofezin was negative in in vitro and
in vivo genotoxicity assays. The findings
from the published literature indicate
that buprofezin causes cell
transformation and induces micronuclei
in vitro. In the absence of a positive
response in an in vivo micronucleus
assay, the Agency concluded that
buprofezin may have aneugenic
potential, which is not expressed in
vivo. In sum, buprofezin was negative in
the rat, negative for mutagenicity and
negative for male mice; however, in
female mice, a slight or marginal
increase in combined adenomas and
carcinomas was observed. Given these
findings in the cancer and mutagenicity
studies, EPA regards the carcinogenic
potential of buprofezin as very low and
concludes that it poses no greater than
a negligible cancer risk to humans.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to buprofezin
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Plants. Adequate enforcement
methodology gas chromatography using
nitrogen phosphorus detection is
available to enforce the tolerance
expression.

Livestock. The Agency has
successfully validated method BF/11/97
for enforcement of the livestock
tolerances and the method was
forwarded to FDA’s Technical Editing
Group for publication in a future
revision of the Pesticide Analytical
Manual I (PAM I).

The methods may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no Canadian, Mexican, or
Codex maximum residue limits (MRLs)
established for buprofezin in/on any of
the commodities associated with the
current petition. Therefore,
harmonization is not relevant.

V. Conclusion

Therefore, the tolerance is established
for residues of buprofezin, in or on
avocado, papaya, star apple, black
sapote, mango, sapodilla, canistel,
mamey sapote, sugar apple, cherimoya,
atemoya, custard apple, ilama, soursop,
birida, guava, feijoa, jaboticaba, wax
jambu, starfruit, passionfruit, and
acerola] at 0.30 ppm; Fruit, Pome, Crop
Group 11 at 4.0 ppm; Peach at 9.0 ppm;
Meat (cattle, goat, hog, horse, and sheep)
at 0.05 ppm; and Kidney (cattle, goat,
hog, horse, and sheep) at 0.05 ppm;
Lettuce, head at 5.0 ppm; Lettuce, leaf
at 13 ppm; and Vegetable, cucurbit
group 9 at 0.50 ppm; Fruit, citrus, Group
10 at 2.5 ppm; citrus, dried pulp at 7.5
ppm; and citrus, oil at 80 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to FFDCA
by FQPA, EPA will continue to use
those procedures, with appropriate
adjustments, until the necessary
modifications can be made. The new
section 408(g) of FFDCA provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days. A. What Do I Need to Do
to File an Objection or Request a
Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number

OPP-2004-0412 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2004-0412, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
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of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title I of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as

the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. The Agency hereby
certifies that this rule will not have
significant negative economic impact on
a substantial number of small entities.
In addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.”” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.”” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal

Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 29, 2005.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.511 is amended by
revising the entries for “Fruit, citrus”;
“Lettuce, head”; “Lettuce, leaf”’; and
“Vegetable, cucurbit” and by
alphabetically adding commodities in
the table in paragraph (a) to read as
follows:

§180.511 Buprofezin; tolerances for
residues.

(a) * * %

Expiration/
Commodity anritlﬁ Per | Revocation
Date

Acerola .............. 0.30 None
Atemoya ............ 0.30 None
Avocado ............ 0.30 None
Birida .....cc.oeuee. 0.30 None
Black sapote ..... 0.30 None
Canistel ............. 0.30 None
Cattle, kidney ... 0.05 None
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_ Parts per | EXpiration/ ENVIRONMENTAL PROTECTION (7505C), Office of Pesticide Programs,
Commodity million Revocation AGENCY Environmental Protection Agency, 1200
Date Pennsylvania Ave., NW., Washington,
R R R R . 40 CFR Part 180 DC 20460-0001; telephone number:
Cattle, meat .. 0.05 None ~[OPP-2005-0054; FRL~7701-6] (703) 308-9364; e-mail address: Sec-18-
- N . . . Mailbox@epamail.epa.gov.
Cherimoya ....... 0.30 None Triflumizole; Pestici_de Tolerances for SUPPLEMENTARY INFORMATION:
oi d* ied ’ i i i Emergency Exemptions 1. General Information
itrus, dri } . .
pﬂfp e 75 None gzizg;.(ggxgionmental Protection A. Does this Action Apply to Me?
Citrus, oil 80 None ACTION: Final rule You may be potentially affected by
’ ’ ’ ’ ’ ’ ' this action if you are an agricultural
Custard, apple . 0.30 None  gymmARY: This regulation establishes producer, food manufacturer, or
Feijoa oo 0.30 NOone  time-limited tolerances for combined pesticide manufacturer. Potentially
Fné'.t’ C|tr=1(s), o5 N residues of triflumizole in or on parsley, affected entities may include, but are
Fruitro;zme """" ’ 9" Jeaves; dandelion, lea\{es; swiss chard; not limited to: .
Crop Group collards; kale; kohlrabi; mustard greens; e Crop production (NAICS code 111)
11 o, 4.0 None Ccabbage, chinese, napa; broccoli; and ¢ Animal production (NAICS code
x * * * * coriander, leaves (cilantro). This action ~ 112)
Goat, kidney .... 0.05 None is in response to EPA’s granting of an ¢ Food manufacturing (NAICS code
Goat, meat ........ 0.05 None €mergency exemption under section 18  311)
* * * * * of the Federal Insecticide, Fungicide, e Pesticide manufacturing (NAICS
GUAYE oo 0.30 None and Rodenticide Act (FIFRA) code 32532)
. . . . . authorizing use of the pesticide on This l.isting is not intend(_ad to be )
Hog, kidney ....... 0.05 None parsley; dandelion; swiss chard; exhaustive, but raj[her PTPYlde? a guide
Hog, meat ........ 0.05 None collards; kale; kohlrabi; mustard greens; ~for readers regarding entities likely to be
« M . N . cabbage, chinese, napa; broccoli; and affe_ctced by th1s acpon. .Othe_r types of
Horse, kidney .... 0.05 None coriander, leaves (cilantro). This entities not listed in this unit could also
Horse, meat ...... 0.05 None regulation establishes maximum be affected. The North American
* * * * * permissible levels for residues of Industrial Classification System
llama ........cc.c..... 0.30 None triflumizole in these food commodities. ~ (NAICS) codes have been provided to
Jaboticaba ........ 0.30 None These tolerances will expire and are assist you and others in determining
* * * * * revoked on June 30, 2008. whether this action might apply to
Lettuce, head ... 5.0 None pATES: This regulation is effective April ~ Certain entities. If you have any
Lettuce, leaf ...... 13.0 None g 2005. Objections and requests for questions regarding the applicability of
Mamey sapote .. 0.30 None  hearings must be received on or before this action toa particular entity, consult
Mango .........c.... 0.30 None June 7, 2005. the person listed under FOR FURTHER
* * * * * . . INFORMATION CONTACT.
Papaya .............. 0.30 None AD.DRE.SSES: To SL.lbmlt a written . .
Passion fruit ... 0.30 None ob]egtlon. or hear'lng request follovy the B. HQW Can I Access Electronic Copies
Peach ... 90 None detailed instructions as provided in of this Document and Other Related
. . . . . Unit VII. of the SUPPLEMENTARY Information?
Sapodilla ........... 0.30 None 'NFORMATION. EPA has established a In addition to using EDOCKET
« N * x . _dockeft.for _thls action under Docket (http://www.epa.gov/edocket/), you may
Sheep, kidney ... 0.05 None identification (ID) number OPP-2005— access this Federal Register document
Sheep, meat ..... 0.05 None 0054. All documents in the docket are electronically through the EPA Internet
* * * * * listed in the EDOCKET index at under the ‘“Federal Register” listings at
Soursop ............ 0.30 None Ahttp://www.epa.gov/edocket. Although  hytp.//www.epa.gov/fedrgstr/. A
- - * * * listed in the index, some information is frequently updated electronic version of
Star apple 0.30 None ot publicly available, i.e., CBI or other  4q CFR part 180 is available at E-CFR
Starfruit oo 0.30 None mfor.matlon whose dlsclos.ure is Beta Site Two at http://
Sugar apple ...... 0.30 None restrlqted by statute. Ce.rtaln other . www.gpoaccess.gov/ecft/.
* * * * * material, such as copyrighted material, o
Vegetable, is not placed on the Internet and will be II. Background and Statutory Findings
Cucurbit, publicly available only in hard copy EPA, on its own initiative, in
Group 9 ......... 0.50 None form. Publicly available docket accordance with sections 408(e) and 408
Wax jambu ........ 0.30 None materials are available either (1)(6) of the Federal Food, Drug, and
. . . . R electronically in EDOCKET or in hard Cosmetic Act (FFDCA), 21 U.S.C. 346a,

[FR Doc. 05-7066 Filed 4—7—-05; 8:45 am|
BILLING CODE 6560-50-S

copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Libby Pemberton, Registration Division

is establishing time-limited tolerances
for combined residues of the fungicide
triflumizole and its metabolites
containing the 4-chloro-2-
trifluoromethylaniline moiety,
calculated as the parent compound, in
or on parsley, leaves at 9.0 parts per
million (ppm); dandelion, leaves at 7.0
(ppm); swiss chard at 7.0 (ppm);
collards at 9.0 ppm; kale at 9.0 ppm;
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kohlrabi at 9.0 ppm; mustard greens at
9.0 ppm; cabbage, chinese, napa at 9.0
ppm; broccoli at 1.0 ppm; and
coriander, leaves (cilantro) at 9.0 ppm.
These tolerances will expire and are
revoked on June 30, 2008. EPA will
publish a document in the Federal
Register to remove the revoked
tolerances from the Code of Federal
Regulations.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment. EPA does not intend for its
actions on section 18 related tolerances
to set binding precedents for the
application of section 408 of the FFDCA
to other tolerances and exemptions.
Section 408(e) of the FFDCA allows EPA
to establish a tolerance or an exemption
from the requirement of a tolerance on
its own initiative, i.e., without having
received any petition from an outside
party.

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of the FFDCA
defines ‘“‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of the FFDCA requires EPA
to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue. . . .”

Section 18 of the FIFRA authorizes
EPA to exempt any Federal or State
agency from any provision of FIFRA, if
EPA determines that “emergency
conditions exist which require such
exemption.” EPA has established
regulations governing such emergency
exemptions in 40 CFR part 166.

ITI. Emergency Exemption for
Triflumizole on Various Commodities
and FFDCA Tolerances

Texas has declared a crisis exemption
under FIFRA section 18 for the use of
triflumizole on parsley; dandelion;
swiss chard; collards; kale; kohlrabi;
mustard greens; cabbage, chinese, napa;
broccoli; and coriander, leaves (cilantro)
for control of powdery mildew. Texas
states the effective control of powdery
mildew over the 70 to 90—day growing
season requires two additional
applications of a systemic pesticide
beyond those permitted on the currently
registered alternative labels.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
triflumizole in or on parsley; dandelion;
swiss chard; collards; kale; kohlrabi;
mustard greens; cabbage, chinese napa;
broccoli; and coriander, leaves
(cilantro). In doing so, EPA considered
the safety standard in section 408(b)(2)
of the FFDCA, and EPA decided that the
necessary time-limited tolerances under
section 408(1)(6) of the FFDCA would be
consistent with the safety standard and
with FIFRA section 18. Consistent with
the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing these
time-limited tolerances without notice
and opportunity for public comment as
provided in section 408(1)(6) of the
FFDCA. Although these tolerances will
expire and are revoked on June 30,
2008, under section 408(1)(5) of the
FFDCA, residues of the pesticide not in
excess of the amounts specified in the
tolerances remaining in or on parsley,
leaves; dandelion, leaves; swiss chard;
collards; kale; kohlrabi; mustard greens;
cabbage, chinese napa; broccoli; and
coriander, leaves (cilantro) after that
date will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA, and the
residues do not exceed a level that was
authorized by these tolerances at the
time of that application. EPA will take
action to revoke these tolerances earlier
if any experience with, scientific data
on, or other relevant information on this
pesticide indicate that the residues are
not safe.

Because these tolerances are being
approved under emergency conditions,
EPA has not made any decisions about
whether triflumizole meets EPA’s
registration requirements for use on
parsley; dandelion; swiss chard;
collards; kale; kohlrabi; mustard greens;
cabbage, chinese napa; broccoli; and
coriander, leaves (cilantro) or whether

permanent tolerances for this use would
be appropriate. Under these
circumstances, EPA does not believe
that these tolerances serve as a basis for
registration of triflumizole by a State for
special local needs under FIFRA section
24(c). Nor do these tolerances serve as
the basis for any State other than Texas
to use this pesticide on these crops
under section 18 of FIFRA without
following all provisions of EPA’s
regulations implementing FIFRA section
18 as identified in 40 CFR part 166. For
additional information regarding the
emergency exemption for triflumizole,
contact the Agency’s Registration
Division at the address provided under
FOR FURTHER INFORMATION CONTACT.

IV. Aggregate Risk Assessment and
Determination of Safety

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of the
FFDCA and a complete description of
the risk assessment process, see the final
rule on Bifenthrin Pesticide Tolerances
(62 FR 62961, November 26, 1997)
(FRL-5754-7).

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of triflumizole and to make
a determination on aggregate exposure,
consistent with section 408(b)(2) of the
FFDCA, for time-limited tolerances for
combined residues of triflumizole in or
on parsley, leaves at 9.0 parts per
million (ppm); dandelion, leaves at 7.0
(ppm); swiss chard at 7.0 (ppm);
collards at 9.0 ppm; kale at 9.0 ppm;
kohlrabi at 9.0 ppm; mustard greens at
9.0 ppm; cabbage, chinese, napa; at 9.0
ppm; broccoli at 1.0 ppm; and
coriander, leaves at 9.0 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerances follows.

A. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological
endpoint. However, the lowest dose at
which adverse effects of concern are
identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
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of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RID is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). The Food Quality Protection Act of
1996 (FQPA) added to FFDCA section
408(b)(2)(C) an additional safety factor
to protect children’s health. Where this
additional FQPA safety factor is
retained, this additional factor is
applied to the RID by dividing the RfD
by such additional factor. The acute or
chronic Population Adjusted Dose
(aPAD or cPAD) is a modification of the

RID to accommodate this type of FQPA
SF.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the level of concern (LOC).
For example, when 100 is the
appropriate UF (10X to account for
interspecies differences and 10X for
intraspecies differences) the LOC is 100.
To estimate risk, a ratio of the NOAEL
to exposures (margin of exposure (MOE)
= NOAEL/exposure) is calculated and
compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of

occurrence of additional cancer cases
(e.g., risk is expressed as 1 x 10-¢ or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non- linear
approach, a “point of departure” is
identified below which carcinogenic
effects are not expected. The point of
departure is typically a NOAEL based
on an endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for triflumizole used for human risk
assessment is shown in the following
Table 1:

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TRIFLUMIZOLE FOR USE IN HUMAN RISK

ASSESSMENT!

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

FQPA SF and Endpoint for
Risk Assessment

Study and Toxicological Effects

Acute Dietary (females 13-50

years of age)

NOAEL = 10 mg/kg/day
UF =100
Acute RfD = 0.1 mg/kg/day

FQPA SF = 1X
aPAD = acute RfD/FQPA
SF = 0.1 mg/kg/day

Developmental Toxicity Study - Rat

Developmental LOAEL = 35 mg/kg/day based
on decreased numbers of viable fetuses, in-
creased dead or resorbed fetuses, increased
numbers of late resorptions, decreased fetal
body weight, and increased incidences of
cervical ribs

Acute Dietary (general U.S. pop-
ulation) (including infant and

children)

NOAEL = 25 mg/kg/day

UF =100

Acute RfD = 0.25 mg/kg/
day

FQPA SF = 1X
aPAD = acute RfD/FQPA
SF = 0.03 mg/kg/day

Acute Neurotoxicity Study - Rat

LOAEL = 100 mg/kg/day based on functional
observational  battery findings  (neuro-
muscular impairment) and decreased loco-
motor activity

Chronic Dietary (all populations)

NOAEL= 1.5 mg/kg/day

UF =100

Chronic RfD = 0.015 mg/
kg/day

FQPA SF = 1X

cPAD = chronic/RfD

FQPA SF = 0.015 mg/kg/
day

Multi-generation Reproduction Study - Rat

Reproductive LOAEL = 3.5 mg/kg/day based
on increased gestation length in dams of the
F3, interval

Short-Term Oral (1-30 days)

(Residential)

Oral NOAEL = 8.5 mg/kg/
day

LOC for MOE = 100
(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

Intermediate-Term Oral (1-6
months)
(Residential)

Oral NOAEL = 8.5 mg/kg/
day

LOC for MOE = 100
(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation
and decreased body weight and body weight
gain in parental animals

Short-Term Dermal (1-30 days)

(Occupational/Residential)

Oral NOAEL= 8.5 mg/kg/
day (dermal absorption
rate = 3.5%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

Intermediate- and Long-Term
Dermal (1-6 months and 6

month or longer)
(Occupational/Residential)

Oral NOAEL = 1.5 mg/kg/
day (dermal absorption
rate = 3.5%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 3.5 mg/kg/day based on increased
gestation length in the dams of the F3, inter-
val
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TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TRIFLUMIZOLE FOR USE IN HUMAN RISK
ASSESSMENT!'—Continued

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

FQPA SF and Endpoint for
Risk Assessment

Study and Toxicological Effects

Short-Term Inhalation (1-30
days)
(Occupational/Residential)

Oral NOAEL= 8.5 mg/kg/
day (inhalation absorp-
tion rate = 100%)

LOC for MOE = 100

(Occupational)

LOC for MOE = 100

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat
LOAEL = 21 mg/kg/day, based on decreased
body weight gain in pups during lactation

halation (1-6 months and 6
month or longer)

Intermediate- and Long-Term In-

Oral NOAEL = 1.5 mg/kg/
day (inhalation absorp-
tion rate = 100%)

LOC for MOE = 100
(Occupational)
LOC for MOE = 100

(Occupational/Residential)

(Residential, includes the
FQPA SF)

Multi-generation Reproduction Study - Rat

LOAEL = 3.5 mg/kg/day based on increased
gestation length in the dams of the Fs, inter-
val

Cancer (oral, dermal, inhalation)

Evidence for non-carcino-
genicity for humans

Not applicable

Combined Chronic

Toxicity/Carcinogenicity Study - Rat
Carcinogenicity Study - Mouse

No evidence of carcinogenicity in rats and mice

1UF = uncertainty factor, FQPA SF = FQPA safety factor, NOAEL = no observed adverse effect level, LOAEL = lowest observed adverse ef-
fect level, PAD = population adjusted dose (a = acute, ¢ = chronic) RfD = reference dose, MOE = margin of exposure, LOC = level of concern.

B. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.476) for the
combined residues of triflumizole, in or
on a variety of raw agricultural
commodities. Risk assessments were
conducted by EPA to assess dietary
exposures from triflumizole in food as
follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a 1-day
or single exposure. The Dietary
Exposure Evaluation Model (DEEMTM)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1994-1996
and 1998 nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I) and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the acute exposure assessments:
Tolerance level residues and 100% crop
treated for all registered and proposed
uses.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
DEEM™ analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1994-1996 and 1998 nationwide CSFII
and accumulated exposure to the
chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments: A
refined, chronic dietary exposure
assessment was performed for the
general U.S. population and various
population subgroups using anticipated
residues (ARs) from average field trial

residues for apple, grape, pear, cherry,
cucurbit, strawberry, and milk
commodities; registered and proposed
tolerances for all other commodities;
percent crop treated (CT) information
for apple, grape and pear commodities;
and 100% CT information for all other
uses.

iii. Cancer. Triflumizole has been
classified as not likely to be
carcinogenic to humans. Therefore, a
quantitative exposure assessment was
not conducted to assess cancer risk.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of the FFDCA authorizes
EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide chemicals
that have been measured in food. If EPA
relies on such information, EPA must
pursuant to section 408(f)(1) require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. For the present
action, EPA will issue such Data Call-
Ins for information relating to
anticipated residues as are required by
FFDCA section 408(b)(2)(E) and
authorized under FFDCA section
408(f)(1). Such Data Call-Ins will be
required to be submitted no later than
5 years from the date of issuance of this
tolerance.

The Agency used PCT information for
the registered uses on grape, apple, and
pear. EPA based these assumptions on
use data for the period 1996 to 1997 and

1998. For all other registered uses as
well as these uses, EPA assumed that
100% of the U.S. crop would be treated
with triflumizole.

The Agency believes that the three
conditions previously discussed have
been met. With respect to Condition 1,
PCT estimates are derived from Federal
and private market survey data, which
are reliable and have a valid basis. EPA
uses a weighted average PCT for chronic
dietary exposure estimates. This
weighted average PCT figure is derived
by averaging State-level data for a
period of up to 10 years, and weighting
for the more robust and recent data. A
weighted average of the PCT reasonably
represents a person’s dietary exposure
over a lifetime, and is unlikely to
underestimate exposure to an individual
because of the fact that pesticide use
patterns (both regionally and nationally)
tend to change continuously over time,
such that an individual is unlikely to be
exposed to more than the average PCT
over a lifetime. For acute dietary
exposure estimates, EPA uses an
estimated maximum PCT. The exposure
estimates resulting from this approach
reasonably represent the highest levels
to which an individual could be
exposed, and are unlikely to
underestimate an individual’s acute
dietary exposure. The Agency is
reasonably certain that the percentage of
the food treated is not likely to be an
underestimation. As to Conditions 2 and
3, regional consumption information
and consumption information for
significant subpopulations is taken into
account through EPA’s computer-based
model for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
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consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
triflumizole may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
triflumizole in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
triflumizole.

The Agency uses the First Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone/Exposure Analysis
Modeling System (PRZM/EXAMS) to
produce estimates of pesticide
concentrations in an index reservoir.
The Screening Concentrations in
Groundwater (SCI-GROW) model is
used to predict pesticide concentrations
in shallow ground water. For a
screening-level assessment for surface
water, EPA will generally use FIRST (a
Tier 1 model) before using PRZM/
EXAMS (a Tier 2 model). The FIRST
model is a subset of the PRZM/EXAMS
model that uses a specific high-end
runoff scenario for pesticides. While
both FIRST and PRZM/EXAMS
incorporate an index reservoir
environment, the PRZM/EXAMS model
includes a percent crop area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental

concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %R{D or %PAD.
Instead, drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOG:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to triflumizole
they are further discussed in the
aggregate risk sections below.

Based on the FIRST and SCI-GROW
models the estimated environmental
concentrations (EECs) of triflumizole for
acute exposures are estimated to be 191
parts per billion (ppb) for surface water
and 0.12 ppb for ground water. The
EEG:s for chronic exposures are
estimated to be 40 ppb for surface water
and 0.12 ppb for ground water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Triflumizole is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of the FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
triflumizole and any other substances
and triflumizole does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that triflumizole has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common

mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

C. Safety Factor for Infants and Children

1. In general. Section 408(b)(2)(C) of
the FFDCA provides that EPA shall
apply an additional tenfold margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
that a different margin of safety will be
safe for infants and children. Margins of
safety are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
There is qualitative evidence of
increased susceptibility demonstrated in
the oral prenatal developmental toxicity
studies in rats. Developmental toxicity
resulted in fetal death as compared to
maternal toxicity which included
decreases in body weight gain and food
consumption and increases in placental,
spleen and liver weights at the same
dosages. No quantitative or qualitative
evidence of increased susceptibility was
demonstrated in the prenatal
developmental toxicity studies in
rabbits or the multi-generation
reproduction studies in rats. In the
rabbit developmental studies, 24—hour
fetal survival was decreased at the
highest dose tested. This endpoint is not
a recommended guideline parameter
and is generally believed to have limited
value in the assessment of development
toxicity; rather, it is more an indicator
of fetal endurance in the absence of
critical maternal care, following removal
from the uterus. The Hazard
Identification Assessment Review
Committee did not consider this effect
to be a measurement of treatment-
related effects on fetal viability and,
thus, did not consider it to be relevant
to the assessment of fetal susceptibility.
There was no evidence of quantitative
or qualitative susceptibility in the 2—
generation reproduction study in rats. In
that study, increased gestation length
was observed at the study LOAEL. In
rats, this alteration in normal
reproductive function can result in
equally adverse consequences (i.e.,
mortality) in both dams and offspring.

3. Conclusion. In the Agency’s
previous triflumizole human health risk
assessment, the following toxicity
studies were determined to be data gaps:
A 28—day rat inhalation study Guideline
Number (GLN) 870.3465)), acute rat
neurotoxicity study (GLN 870.6200),
and subchronic rat neurotoxicity study
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(GLN 870.6200). The acute and sub-
chronic neurotoxicity studies have been
submitted, reviewed by the Agency and
determined to be acceptable. As a result,
the following has changed: (1) Selection
of an acute endpoint for the general U.S.
population (including infants and
children); and (2) the removal of the 3x
database uncertainty factor (UFDB). All
other aspects of the most recent risk
assessment remain unchanged.

As acceptable acute and sub-chronic
neurotoxicity studies have been
submitted, the Agency has determined
that the 3x UFDB should be removed
from the acute and chronic RfDs. In
addition, the FQPA SFC recommended
a special FQPA SF be reduced to 1x.
The Agency has re-evaluated the quality
of the exposure and hazard data; and,
based on these data, concluded that the
special FQPA SF remain at 1x. The
conclusion is based on the following:

e The toxicity database is complete
for FQPA assessment.

e There was no quantitative or
qualitative evidence of increased
susceptibility in the rabbit fetuses
following in utero exposure or the rat
following prenatal and postnatal
exposure in the rat reproduction study.

e There was evidence of qualitative
susceptibility in the developmental rat
study; however, there are no residual
uncertainties, and the use of the
developmental NOAEL and the
endpoint for the acute RfD for females
13 to 50 would be protective of the
prenatal toxicity following an acute
dietary exposure.

e There is no evidence of increased
quantitative or qualitative susceptibility
in the rat developmental neurotoxicity
study.

e The acute dietary food exposure
assessment utilizes existing and
proposed tolerance level residues and
100% CT information for all
commodities. By using these screening-
level assessments, actual exposures/
risks will not be underestimated.

e The chronic dietary food exposure
assessment utilizes ARs and % CT data
verified for several existing uses. For all
proposed use, tolerance-level residue
and 100% CT is assumed. The chronic
assessment is somewhat refined and
based on reliable data and will not
underestimate exposure/risk.

e The dietary drinking water
assessment utilizes water concentration
values generated by model and
associated modeling parameters which
are designed to provide conservative,
health-protective, high-end estimates of
water concentrations which will not
likely be exceeded.

o There are no registered or proposed
uses of triflumizole that would result in
residential exposure.

D. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the Populated
adjusted dose (PAD)) is available for
exposure through drinking water (e.g.,
allowable chronic water exposure (mg/
kg/day) = cPAD - (average food +
chronic non-dietary, non-occupational
exposure). This allowable exposure
through drinking water is used to
calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA, Office of Water
are used to calculate DWLOCs: 2 liter

(L)/70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Default
body weights and drinking water
consumption values vary on an
individual basis. This variation will be
taken into account in more refined
screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, OPP concludes
with reasonable certainty that exposures
to triflumizole in drinking water (when
considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, OPP will reassess the potential
impacts of triflumizole on drinking
water as a part of the aggregate risk
assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to triflumizole will
occupy 6% of the aPAD for the U.S.
population, 9% of the aPAD for females
13 to 49 years old, and 21% of the aPAD
for children 1 to 2 years old, the
population at greatest exposure. In
addition, despite the potential for acute
dietary exposure to triflumizole in
drinking water, after calculating
DWLOGs and comparing them to
conservative model EECs of triflumizole
in surface water and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the aPAD, as shown
in the following Table 2:

TABLE 2.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO TRIFLUMIZOLE

o Surface Ground Acute
Population Subgroup aPAkDg)(mg/ /EF?)%Q)D Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
U.S. population (total) 0.25 5 191 0.12 8,300
Females, (13-49 years) 0.1 9 191 0.12 2,700
All Infants (<1 year old) 0.25 11 191 0.12 2,200
Children (1-2 years old) 0.25 21 191 0.12 2,000

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded

that exposure to triflumizole from food
will utilize 5% of the cPAD for the U.S.
population, 4% of the cPAD for all

infants (<1 year old) and 13% of the
cPAD for children 1 to 2 years old, the
subpopulation at greatest exposure.
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There are no residential uses for
triflumizole that result in chronic
residential exposure to triflumizole. In
addition, despite the potential for

chronic dietary exposure to triflumizole
in drinking water, after calculating
DWLOCs and comparing them to
conservative model EECs of triflumizole

in surface water and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the cPAD, as shown
in the following Table 3:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON- CANCER) EXPOSURE TO TRIFLUMIZOLE

o Surface Ground Chronic
Population Subgroup Ci’g%;‘/g/ ?F%E’SP Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
U.S. population 0.015 5 40 0.12 500
Children (1-2 years old) 0.015 13 40 0.12 130
Infants (<1 year old) 0.015 4 40 0.12 140

3. Short-term and intermediate-term
risk. Short-term and intermediate-term
aggregate exposure assessments take
into account residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). For triflumizole, the
Agency did not perform short-term or
intermediate-term assessments because
there are currently no registered or
proposed uses for homeowner
application and residential post-
application exposures are expected to be
negligible.

4. Aggregate cancer risk for U.S.
population. Since triflumizole has been
determined not to be carcinogenic, it is
not expected to pose a cancer risk.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to triflumizole
residues.

V. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography/mass spectrometry
detector (GC/MSD) method (Morse
Method METH-115, Revision #3)) is
available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian or
Mexican maximum residue limits
established for triflumizole residues in/
on crop commodities. Therefore, no
compatibility issues exist with regard to
the proposed U.S. tolerances discussed
in this risk assessment.

C. Conditions

The petitioner should submit
adequate limited field rotational crop
data on wheat at plant-back intervals
longer than 120 days. Alternatively, the
petitioner has the option of submitting
a full set of residue field trials on all
intended rotational crops other than
leafy and root vegetables.

VI. Conclusion

Therefore, tolerances are established
for combined residues of triflumizole
and its metabolites containing the 4-
chloro-2-trifluoromethylaniline moiety,
calculated as the parent compound, in
or on parsley, leaves at 9.0 ppm;
dandelion, leaves at 7.0 ppm; swiss
chard at 7.0 ppm; collards at 9.0 ppm;
kale at 9.0 ppm; kohlrabi at 9.0 ppm;
mustard greens at 9.0 ppm; cabbage,
chinese, napa at 9.0 ppm; broccoli at 1.0
ppm; and coriander, leaves at 9.0 ppm.

VII. Objections and Hearing Requests

Under section 408(g) of the FFDCA,
any person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
The EPA procedural regulations which
govern the submission of objections and
requests for hearings appear in 40 CFR
part 178. Although the procedures in
those regulations require some
modification to reflect the amendments
made to the FFDCA by the FQPA, EPA
will continue to use those procedures,
with appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides that the period for filing
objections is now 60 days, rather than
30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number

OPP-2005-0054 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 7, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VILA., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by the docket ID
number OPP—-2005-0054, to: Public
Information and Records Integrity
Branch, Information Resources and
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Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001. In person or by courier, bring a
copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VIII. Statutory and Executive Order
Reviews

This final rule establishes time-
limited tolerances under section 408 of
the FFDCA. The Office of Management
and Budget (OMB) has exempted these
types of actions from review under
Executive Order 12866, entitled
Regulatory Planning and Review (58 FR
51735, October 4, 1993). Because this
rule has been exempted from review
under Executive Order 12866 due to its
lack of significance, this rule is not
subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,

1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a FIFRA
section 18 exemption under section 408
of the FFDCA, such as the tolerances in
this final rule, do not require the
issuance of a proposed rule, the
requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers, and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ‘“tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations

that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

IX. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: March 28, 2005.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—AMENDED

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.476 is amended by
adding text to paragraph (b) to read as
follows:

§180.476 Triflumizole; tolerances for
residues.
* * * * *

(b) Section 18 emergency exemptions.
Time limited tolerances are established
for the residues triflumizole (1-(1-((4-
chloro-2-
(trifluoromethyl)phenyl)imino)-2-
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propoxyethyl)-1H-imidazole) and its
metabolites containing the 4-chloro-2-
trifluoromethylaniline moiety,
calculated as the parent in connection
with use of the pesticide under section
18 emergency exemptions granted by
EPA. The tolerances are specified in the
following table, and will expire and are
revoked on the dates specified.

Expiration/
Commodity P?nritlﬁopner revpocation
date

Broccoli ............. 1.0 6/30/08
Cabbage, chi-

nese, napa .... 9.0 6/30/08
Collards ............. 9.0 6/30/08
Coriander,

leaves ............ 9.0 6/30/08
Dandelion,

leaves ............ 7.0 6/30/08
Kale ........... 9.0 6/30/08
Kohlrabi 9.0 6/30/08
Mustard greens 9.0 6/30/08
Parsley, leaves 9.0 6/30/08
Swiss chard ...... 7.0 6/30/08
* * * * *

[FR Doc. 05-7046 Filed 4-7-05; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AH44

Endangered and Threatened Wildlife
and Plants; Establishment of a
Nonessential Experimental Population
for Two Fishes (Boulder Darter and
Spotfin Chub) in Shoal Creek,
Tennessee and Alabama

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Final rule.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), in
cooperation with the States of
Tennessee and Alabama and with
Conservation Fisheries, Inc., a nonprofit
organization, plan to reintroduce one
federally listed endangered fish, the
boulder darter (Etheostoma wapiti), and
one federally listed threatened fish, the
spotfin chub (Cyprinella (=Hybopsis)
monacha), into their historical habitat
in Shoal Creek (a tributary to the
Tennessee River), Lauderdale County,
Alabama, and Lawrence County,
Tennessee. Based on the evaluation of
species’ experts, these species currently
do not exist in this reach or its
tributaries. These two fish are being
reintroduced under section 10(j) of the

Endangered Species Act of 1973, as
amended (Act), and would be classified
as a nonessential experimental
population (NEP).

The geographic boundaries of the NEP
would extend from the mouth of Long
Branch, Lawrence County, Tennessee
(Shoal Creek mile (CM) 41.7 (66.7
kilometers (km)), downstream to the
backwaters of the Wilson Reservoir at
Goose Shoals, Lauderdale County,
Alabama (approximately CM 14 (22
km)), and would include the lower 5
CM (8 km) of all tributaries that enter
this reach.

These reintroductions are recovery
actions and are part of a series of
reintroductions and other recovery
actions that the Service, Federal and
State agencies, and other partners are
conducting throughout the species’
historical ranges. This rule provides a
plan for establishing the NEP and
provides for limited allowable legal
taking of the boulder darter and spotfin
chub within the defined NEP area. In
addition, we are changing the scientific
name for spotfin chub, from Cyprinella
(=Hybopsis) monacha to Erimonax
monachus, to reflect a recent change in
the scientific literature, and adding a
map to the regulation for a previously
created NEP including one of these
fishes for the purposes of clarity.
DATES: The effective date of this rule is
April 8, 2005.

ADDRESSES: Comments and materials
received, as well as supporting
documentation used in preparation of
this final rule, are available for public
inspection, by appointment, during
normal business hours at the Tennessee
Field Office, U.S. Fish and Wildlife
Service, 446 Neal Street, Cookeville, TN
38501.

You may obtain copies of the final
rule from the field office address above,
by calling (931) 528-6481, or from our
Web site at http://cookeville.fws.gov.
FOR FURTHER INFORMATION CONTACT:
Timothy Merritt at the above address
(telephone 931/528-6481, Ext. 211,
facsimile 931/528-7075, or e-mail at
timothy_merritt@fws.gov).

SUPPLEMENTARY INFORMATION:

Background

1. Legislative: Under section 10(j) of
the Act, the Secretary of the Department
of the Interior can designate
reintroduced populations established
outside the species’ current range, but
within its historical range, as
“experimental.” Based on the best
scientific and commercial data
available, we must determine whether
experimental populations are
“essential,” or “nonessential,” to the

continued existence of the species.
Regulatory restrictions are considerably
reduced under a Nonessential
Experimental Population (NEP)
designation.

Without the “nonessential
experimental population” designation,
the Act provides that species listed as
endangered or threatened are afforded
protection primarily through the
prohibitions of section 9 and the
requirements of section 7. Section 9 of
the Act prohibits the take of an
endangered species. “Take” is defined
by the Act as harass, harm, pursue,
hunt, shoot, wound, trap, capture, or
collect, or attempt to engage in any such
conduct. Service regulations (50 CFR
17.31) generally extend the prohibitions
of take to threatened wildlife. Section 7
of the Act outlines the procedures for
Federal interagency cooperation to
conserve federally listed species and
protect designated critical habitat. It
mandates that all Federal agencies use
their existing authorities to further the
purposes of the Act by carrying out
programs for the conservation of listed
species. It also states that Federal
agencies will, in consultation with the
Service, ensure that any action they
authorize, fund, or carry out is not likely
to jeopardize the continued existence of
a listed species or result in the
destruction or adverse modification of
designated critical habitat. Section 7 of
the Act does not affect activities
undertaken on private land unless they
are authorized, funded, or carried out by
a Federal agency.

With the experimental population
designation, a population designated is
treated for purposes of section 9 of the
Act as threatened regardless of the
species’ designation elsewhere in its
range. Threatened designation allows us
greater discretion in devising
management programs and special
regulations for such a population.
Section 4(d) of the Act allows us to
adopt whatever regulations are
necessary to provide for the
conservation of a threatened species. In
these situations, the general regulations
that extend most section 9 prohibitions
to threatened species do not apply to
that species, and the special 4(d) rule
contains the prohibitions and
exemptions necessary and appropriate
to conserve that species. Regulations
issued under section 4(d) for NEPs are
usually more compatible with routine
human activities in the reintroduction
area.

For the purposes of section 7 of the
Act, we treat an NEP as a threatened
species when the NEP is located within
a National Wildlife Refuge or National
Park, and section 7(a)(1) and the
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consultation requirements of section
7(a)(2) of the Act apply. Section 7(a)(1)
requires all Federal agencies to use their
authorities to conserve listed species.
Section 7(a)(2) requires that Federal
agencies, in consultation with the
Service, insure that any action
authorized, funded, or carried out is not
likely to jeopardize the continued
existence of a listed species or adversely
modify its critical habitat. When NEPs
are located outside a National Wildlife
Refuge or National Park, we treat the
population as proposed for listing and
only two provisions of section 7 would
apply—section 7(a)(1) and section
7(a)(4). In these instances, NEPs provide
additional flexibility because Federal
agencies are not required to consult
with us under section 7(a)(2). Section
7(a)(4) requires Federal agencies to
confer (rather than consult) with the
Service on actions that are likely to
jeopardize the continued existence of a
species proposed to be listed. The
results of a conference are advisory in
nature and do not restrict agencies from
carrying out, funding, or authorizing
activities.

Individuals that are used to establish
an experimental population may come
from a donor population, provided their
removal will not create adverse impacts
upon the parent population, and
provided appropriate permits are issued
in accordance with our regulations (50
CFR 17.22) prior to their removal. In the
case of the boulder darter and spotfin
chub, the donor population is a captive-
bred population, which was propagated
with the intention of re-establishing
wild populations to achieve recovery
goals. In addition, it is possible that
wild adult stock could also be released
into the NEP area.

2. Biological information: The
endangered boulder darter is an olive- to
gray-colored fish that lacks the red spots
common to most darters. It is a small
fish, approximately 76 millimeters (mm)
(3 inches (in)) in length. Although
boulder darters were historically
recorded only in the Elk River system
and Shoal Creek (a tributary to the
Tennessee River), scientists believe,
based on the historical availability of
suitable habitat, that this darter once
inhabited fast-water rocky habitat in the
Tennessee River and its larger
tributaries in Tennessee and Alabama,
from the Paint Rock River in Madison
County, Alabama, downstream to at
least Shoal Creek in Lauderdale County,
Alabama (U.S. Fish and Wildlife Service
1989). Currently, it is extirpated from
Shoal Creek (a tributary to the
Tennessee River) and exists only in the
Elk River, Giles and Lincoln Counties,
Tennessee, and Limestone County,

Alabama, and the lower reaches of
Richland Creek, an Elk River tributary,
Giles County, Tennessee (U.S. Fish and
Wildlife Service 1989).

The spotfin chub is also olive colored,
but with sides that are largely silvery
and with white lower parts. Large
nuptial males have brilliant turquoise-
royal blue coloring on the back, side of
the head, and along the mid-lateral part
of the body. It is also a small fish,
approximately 92 millimeters (mm) (4
inches (in)) in length. The spotfin chub
was once a widespread species and was
historically known from 24 upper and
middle Tennessee River system streams,
including Shoal Creek. It is now extant
in only four rivers/river systems—the
Buffalo River at the mouth of Grinders
Creek, Lewis County, Tennessee; the
Little Tennessee River, Swain and
Macon Counties, North Carolina; Emory
River system (Obed River, Clear Creek,
and Daddys Creek), Cumberland and
Morgan Counties, Tennessee; the
Holston River and its tributary, North
Fork Holston River, Hawkins and
Sullivan Counties, Tennessee, and Scott
and Washington Counties, Virginia (U.S.
Fish and Wildlife Service 1983; P.
Shute, TVA, pers. comm. 1998).

Since the mid-1980s, Conservation
Fisheries, Inc. (CFI), a nonprofit
organization, with support from us, the
Tennessee Wildlife Resources Agency
(TWRA), U.S. Forest Service, National
Park Service, Tennessee Valley
Authority (TVA), and Tennessee
Aquarium, has successfully
translocated, propagated, and
reintroduced the spotfin chub and three
other federally listed fishes (smoky
madtoms, yellowfin madtoms, and
duskytail darters) into Abrams Creek,
Great Smoky Mountains National Park,
Blount County, Tennessee. These fish
historically occupied Abrams Creek
prior to an ichthyocide treatment in the
1950s. An NEP designation for Abrams
Creek was not needed since the entire
watershed occurs on National Park
Service land, section 7 of the Act
applies regardless of the NEP
designation, and existing human
activities and public use of the Creek are
consistent with protection and take
restrictions needed for the reintroduced
populations. Natural reproduction by all
four species in Abrams Creek has been
documented, but the spotfin chub
appears to be the least successful in this
capacity (Rakes et al. 2001; Rakes and
Shute 2002). We have also worked with
CFI to translocate, propagate, and
reintroduce these same four fish into an
NEP established for a section of the
Tellico River, Monroe County,
Tennessee (67 FR 52420, August 12,
2002). Propagated fish of these four

species were released into the Tellico
River starting in 2003 and continuing in
2004. It is still too early to determine the
success of these releases, but it is
believed that the habitat and water
quality is sufficient to ensure future
success similar to the Abrams Creek
reintroductions. CFI has also
successfully propagated boulder darters
and augmented the only known
population of the species in the Elk
River system in Tennessee.

Based on CFI’s success and intimate
knowledge of these two fishes and their
habitat needs, we contracted with CFI to
survey Shoal Creek in order to
determine if suitable habitat exists in
this creek for reintroductions, and if we
could expand our ongoing fish recovery
efforts to these waters (Rakes and Shute
1999). Rakes and Shute (1999)
concluded that about 20 miles (32 km)
of Shoal Creek above the backwaters of
the Wilson Reservoir appeared to
contain suitable reintroduction habitat
for both fishes. The boulder darter and
spotfin chub were last collected from
Shoal Creek in the 1880s, and since then
both were apparently extirpated from
this reach. We believe the boulder darter
was extirpated by the combined effects
of water pollution and the
impoundment of lower Shoal Creek
with the construction of Wilson Dam
(U.S. Fish and Wildlife Service 1989).
We believe that similar factors led to the
extirpation of the spotfin chub.
However, as a result of implementation
of the Clean Water Act by the U.S.
Environmental Protection Agency (EPA)
and State water and natural resources
agencies, and the pollution control
measures undertaken by municipalities,
industries, and individuals, the creek’s
water quality has greatly improved and
its resident fish fauna have responded
positively (Charles Saylor, TVA, pers.
comm. 2002; based on his bioassays).

3. Recovery Goals/Objectives: The
boulder darter (Etheostoma wapiti)
(Etnier and Williams 1989) was listed as
an endangered species on September 1,
1988 (53 FR 33996). We completed a
recovery plan for this species in July
1989 (U.S. Fish and Wildlife Service
1989). The downlisting (reclassification
from endangered to threatened)
objectives in the recovery plan are: (1)
To protect and enhance the existing
population in the Elk River and its
tributaries, and to successfully establish
a reintroduced population in Shoal
Creek or other historical habitat or
discover an additional population so
that at least two viable populations
exist; and (2) to complete studies of the
species’ biological and ecological
requirements and implement
management strategies developed from
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these studies that have been or are likely
to be successful. The delisting objectives
are: (1) To protect and enhance the
existing population in the Elk River and
its tributaries, and to successfully
establish reintroduced populations or
discover additional populations so that
at least three viable populations exist
(the Elk River population including the
tributaries must be secure from river
mile (RM) 90 downstream to RM 30); (2)
to complete studies of the species’
biological and ecological requirements
and implement successful management
strategies; and (3) to ensure that no
foreseeable threats exist that would
likely impact the survival of any
populations.

The spotfin chub (=turquoise shiner)
(Cyprinella (=Hybopsis) monacha)
(Cope 1868) was listed as a threatened
species on September 9, 1977, with
critical habitat and a special rule (42 FR
45526). The critical habitat map was
corrected on September 22, 1977 (42 FR
47840). We completed a recovery plan
for this species in November 1983 (U.S.
Fish and Wildlife Service 1983). We
also established an NEP for the spotfin
chub and three other federally listed
fishes for a section of the Tellico River
in Monroe County, Tennessee, on
August 12, 2002 (67 FR 52420). The
delisting objectives in the recovery plan
are: (1) To protect and enhance existing
populations so that viable populations
exist in the Buffalo River system, upper
Little Tennessee River, Emory River
system, and lower North Fork Holston
River; (2) to ensure, through
reintroduction and/or the discovery of
two new populations, that viable
populations exist in two other rivers;
and (3) to ensure that no present or
foreseeable threats exist that would
likely impact the survival of any
populations.

The recovery criteria for both fishes
generally agree that, to reach recovery,
we must: (1) Restore existing
populations to viable levels, (2)
reestablish multiple, viable populations
in historical habitats, and (3) eliminate
foreseeable threats that would likely
threaten the continued existence of any
viable populations. The number of
secure, viable populations (existing and
restored) needed to achieve recovery
varies by species and depends on the
extent of the species’ probable historical
range (i.e., species that were once
widespread require a greater number of
populations for recovery than species
that were historically more restricted in
distribution). However, the
reestablishment of historical
populations is a critical component to
the recovery of both the boulder darter
and spotfin chub.

4. Reintroduction site: In May 1999
letters to us, the Commissioner of the
Alabama Department of Conservation
and Natural Resources (ADCNR) and the
Executive Director of the TWRA
requested that we consider designating
NEPs for the spotfin chub and boulder
darter and reintroducing both species
into Shoal Creek, where they
historically occurred.

We previously established NEPs for
the spotfin chub and three other
federally listed fishes in the Tellico
River, Tennessee, on August 12, 2002
(67 FR 52420). Reintroductions of the
spotfin chub were initiated in the
Tellico River in 2002 and were
continued in 2003 and 2004 along with
the first reintroductions of the
remaining three fish species. These
reintroduced fish are being monitored.
We believe the Tellico River is suitable
for the establishment of viable
populations of each of these four fish
and anticipate success as this recovery
project proceeds. Establishment of
viable populations of the spotfin chub
in both the Tellico River under the
existing regulation and in Shoal Creek
under this regulation will help achieve
an objective in the recovery of this fish.
However, it will take several years of
monitoring to fully evaluate if
populations of this fish (and the other
fishes) have become established and
remain viable in these historic river
reaches.

Based on the presence of suitable
habitat, the positive response of native
fish species to habitat improvements in
Shoal Creek, the presence of similar fish
species that have similar habitat
requirements to both of these fishes, the
recommendations mentioned above, and
the evaluation of biologists familiar with
Shoal Creek, we believe that Shoal
Creek, from the mouth of Long Branch
to the backwaters of the Wilson
Reservoir, is suitable for the
reintroduction of the boulder darter and
spotfin chub as NEPs.

According to P. Rakes (CFI, pers.
comm. 2005), the best sites to
reintroduce these fishes into Shoal
Creek are between CM 33 (53 km) and
CM 14 (22 km). Therefore, we plan to
reintroduce the boulder darter and
spotfin chub into historical habitat of
the free-flowing reach of Shoal Creek
between CM 33 and CM 14. This reach
contains the most suitable habitat for
the reintroductions. Neither species
currently exists in Shoal Creek or its
tributaries.

5. Reintroduction procedures: The
dates for these reintroductions, the
specific release sites, and the actual
number of individuals to be released
cannot be determined at this time.

Individual fish that would be used for
the reintroductions primarily will be
artificially propagated juveniles.
However, it is possible that wild adult
stock could also be released into the
NEP area. Spotfin chub and boulder
darter propagation and juvenile rearing
technology are available. The parental
stock of the juvenile fishes for
reintroduction will come from existing
wild populations. In some cases, the
parental stock for juvenile fish will be
returned back to the same wild
population. Generally, the parents are
permanently held in captivity.

The permanent removal of adults
from the wild for their use in
reintroduction efforts may occur when
one or more of the following conditions
exist: (1) Sufficient adult fish are
available within a donor population to
sustain the loss without jeopardizing the
species; (2) the species must be removed
from an area because of an imminent
threat that is likely to eliminate the
population or specific individuals
present in an area; or (3) when the
population is not reproducing. It is most
likely that adults will be permanently
removed because of the first condition:
sufficient adult fish are available within
a donor population to sustain the loss
without jeopardizing the species. An
enhancement of propagation or survival
permit under section 10(a)(1)(A) of the
Act is required. The permit will be
issued before any take occurs, and we
will coordinate these actions with the
appropriate State natural resources
agencies.

6. Status of reintroduced population:
Previous translocations, propagations,
and reintroductions of spotfin chubs
and boulder darters have not affected
the wild populations of either species.
The use of artificially propagated
juveniles will reduce the potential
effects on wild populations. The status
of the extant populations of the boulder
darter and spotfin chub is such that
individuals can be removed to provide
a donor source for reintroduction
without creating adverse impacts upon
the parent population. If any of the
reintroduced populations become
established and are subsequently lost,
the likelihood of the species’ survival in
the wild would not be appreciably
reduced. Therefore, we have determined
that these reintroduced fish populations
in Shoal Creek are not essential to the
continued existence of the species. We
will ensure, through our section 10
permitting authority and the section 7
consultation process, that the use of
animals from any donor population for
these reintroductions is not likely to
jeopardize the continued existence of
the species.
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Reintroductions are necessary to
further the recovery of these species.
The NEP designation for the
reintroduction alleviates landowner
concerns about possible land and water
use restrictions by providing a flexible
management framework for protecting
and recovering the boulder darter and
spotfin chub, while ensuring that the
daily activities of landowners are
unaffected. In addition, the anticipated
success of these reintroductions will
enhance the conservation and recovery
potential of these species by extending
their present ranges into currently
unoccupied historical habitat. These
species are not known to exist in Shoal
Creek or its tributaries at the present
time.

7. Location of reintroduced
population: The NEP area, which
encompasses all the sites for the
reintroductions, will be located in the
free-flowing reach of Shoal Creek (a
tributary to the Tennessee River),
Lauderdale County, Alabama, and
Lawrence County, Tennessee, from the
mouth of Long Branch downstream to
the backwaters of the Wilson Reservoir.
Section 10(j) of the Act requires that an
experimental population be
geographically separate from other wild
populations of the same species. This
NEP area is totally isolated from existing
populations of these species by large
reservoirs, and neither fish species is
known to occur in or move through
large reservoirs. Therefore, the
reservoirs will act as barriers to the
species’ downstream movement into the
Tennessee River and its tributaries and
ensure that this NEP remains
geographically isolated and easily
distinguishable from existing wild
populations. Based on the fishes’ habitat
requirements, we do not expect them to
become established outside the NEP.
However, if any of the reintroduced
boulder darters and spotfin chubs move
outside the designated NEP area, then
the fish would be considered to have
come from the NEP area. In that case,
we may propose to amend the rule and
enlarge the boundaries of the NEP area
to include the entire range of the
expanded populations.

The designated NEP area for the
spotfin chub in the Tellico River (67 FR
52420) does not overlap or interfere
with this NEP area for Shoal Creek in
Tennessee and Alabama because they
are geographically separated river
reaches.

Critical habitat has been designated
for the spotfin chub (42 FR 47840,
September 22, 1977); however, the
designation does not include this NEP
area. Critical habitat has not been
designated for the boulder darter.

Section 10(j)(2)(C)(ii) of the Act states
that critical habitat shall not be
designated for any experimental
population that is determined to be
nonessential. Accordingly, we cannot
designate critical habitat in areas where
we have already established, by
regulation, a nonessential experimental
population.

8. Management: The aquatic resources
in the reintroduction area are managed
by the ADCNR and TWRA. Multiple-use
management of these waters will not
change as a result of the experimental
designation. Private landowners within
the NEP area will still be allowed to
continue all legal agricultural and
recreational activities. Because of the
substantial regulatory relief provided by
NEP designations, we do not believe the
reintroduction of boulder darter and
spotfin chub will conflict with existing
human activities or hinder public use of
the area. The ADCNR and the TWRA
have previously endorsed the boulder
darter and spotfin chub reintroductions
under NEP designations and are
supportive of this effort. The NEP
designation will not require the ADCNR
and the TWRA to specifically manage
for reintroduced boulder darter and
spotfin chub.

The Service, State employees, and
CFI, Inc., staff will manage the
reintroduction. They will closely
coordinate on reintroductions,
monitoring, coordination with
landowners and land managers, and
public awareness, among other tasks
necessary to ensure successful
reintroductions of species.

(a) Mortality: The Act defines
“incidental take” as take that is
incidental to, and not the purpose of,
the carrying out of an otherwise lawful
activity such as recreation (e.g., fishing,
boating, wading, trapping or
swimming), forestry, agriculture, and
other activities that are in accordance
with Federal, Tribal, State, and local
laws and regulations. A person may take
a boulder darter or spotfin chub within
the experimental population area
provided that the take is unintentional
and was not due to negligent conduct.
Such conduct will not constitute
“knowing take,” and we will not pursue
legal action. However, when we have
evidence of knowing (i.e., intentional)
take of a boulder darter or spotfin chub,
we will refer matters to the appropriate
authorities for prosecution. We expect
levels of incidental take to be low since
the reintroduction is compatible with
existing human use activities and
practices for the area.

(b) Special Handling: Service
employees and authorized agents acting
on their behalf may handle boulder

darter and spotfin chub for scientific
purposes; to relocate boulder darter and
spotfin chub to avoid conflict with
human activities; for recovery purposes;
to relocate boulder darter and spotfin
chub to other reintroduction sites; to aid
sick or injured boulder darter and
spotfin chub; and to salvage dead
boulder darter and spotfin chub.

(c) Coordination with landowners and
land managers: The Service and
cooperators identified issues and
concerns associated with the boulder
darter and spotfin chub reintroduction
before preparing this rule. The
reintroduction also has been discussed
with potentially affected State agencies,
businesses, and landowners within the
release area. The land along the NEP site
is privately owned. International Paper
owns a large tract within the NEP area
and has expressed a strong interest in
working with us to establish these fish
in their stretch of the creek. Most, if not
all, of the identified businesses are
small businesses engaged in activities
along the affected reaches of this creek.
Affected State agencies, businesses,
landowners, and land managers have
indicated support for the reintroduction,
if boulder darter and spotfin chub
released in the experimental population
area are established as an NEP and if
aquatic resource activities in the
experimental population area are not
constrained.

(d) Potential for conflict with human
activities: We do not believe these
reintroductions will conflict with
existing or proposed human activities or
hinder public use of the NEP area
within Shoal Creek. Experimental
population special rules contain all the
prohibitions and exceptions regarding
the taking of individual animals. These
special rules are compatible with
routine human activities in the
reintroduction area.

(e) Monitoring: After the first initial
stocking of these two fish, we will
monitor annually their presence or
absence and document any spawning
behavior or young-of-the-year fish that
might be present. This monitoring will
be conducted primarily by snorkeling or
seining and will be accomplished by
contracting with the appropriate species
experts. Annual reports will be
produced detailing the stocking rates
and monitoring activities that took place
during the previous year. We will also
fully evaluate these reintroduction
efforts after 5 and 10 years to determine
whether to continue or terminate the
reintroduction efforts.

(f) Public awareness and cooperation:
On August 26, 1999, we mailed letters
to 80 potentially affected congressional
offices, Federal and State agencies, local
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governments, and interested parties to
notify them that we were considering
proposing NEP status in Shoal Creek for
two fish species. We received a total of
four responses to the 1999 notification,
all of which supported our proposed
designation and reintroductions.

The EPA supported the proposal,
commended the ADCNR, TWRA, and us
for the proposal and its projected
beneficial results, and stated that the
reintroductions would assist them in
meeting one of the goals of the Clean
Water Act—restoring the biological
integrity of the Nation’s water.

The TVA strongly supported the
concept of reintroducing extirpated
species, but also cautioned that past
industrial discharges into Shoal Creek
could potentially limit or prevent the
survival of sensitive fishes in the creek.

The Tennessee Department of
Environment and Conservation
applauded our (TWRA, CFI, and us)
efforts to restore Shoal Creek fishes.
They also supported the proposed
reintroductions under NEP status,
because the designation will ensure that
current human uses of Shoal Creek are
given due consideration in recovery
efforts for the species.

Dr. David Etnier, Department of
Ecology and Evolutionary Biology,
University of Tennessee, Knoxville,
Tennessee, supported the
reintroductions and concluded that he
saw no compelling reason to delay
them.

We have informed the general public
of the importance of this reintroduction
project in the overall recovery of the
boulder darter and spotfin chub. The
designation of the NEP for Shoal Creek
and adjacent areas would provide
greater flexibility in the management of
the reintroduced boulder darter and
spotfin chub. The NEP designation is
necessary to secure needed cooperation
of the States, landowners, agencies, and
other interests in the affected area.
Finding

Based on the above information, and
using the best scientific and commercial
data available (in accordance with 50
CFR 17.81), the Service finds that
releasing the boulder darter and spotfin
chub into the Shoal Creek Experimental
Population Area under a Nonessential
Experimental Population designation
will further the conservation of the
species.

Other Changes to the Regulations

In addition, we are making two minor
technical corrections to the existing
regulations regarding these species:

(1) The spotfin chub was listed with
critical habitat and a special rule on

September 9, 1977, under the scientific
name of Hybopsis monacha. The current
list of endangered and threatened
species at 50 CFR 17.11(h), the existing
experimental population on the Tellico
River in Tennessee at 50 CFR 17.84(m),
and the critical habitat designation at 50
CFR 17.95(e) all use the scientific name
Cyprinella (=Hybopsis) monacha for the
spotfin chub. However, the special rule
at 50 CFR 17.44(c) uses the scientific
name Hybopsis monacha for the spotfin
chub. In the proposed rule (69 FR
61774, October 21, 2004), we proposed
correcting the text for the special rule at
50 CFR 17.44(c) by changing the
scientific name for the spotfin chub
from Hybopsis monacha to Cyprinella
(=Hybopsis) monacha to make this
section consistent with the text of the
existing regulations for the spotfin chub.
During the comment period, it was
brought to our attention that the
scientific name for the spotfin chub has
recently been changed to Erimonax
monachus (Nelson et al. 2004). This
name change has occurred in a peer-
reviewed journal and has acceptance in
the scientific community. Therefore we
are correcting the text for the current list
of endangered and threatened species at
50 CFR 17.11(h), the existing
experimental population on the Tellico
River in Tennessee at 50 CFR 17.84(m),
the critical habitat designation at 50
CFR 17.95(e), and the special rule at 50
CFR 17.44(c) by changing the scientific
name for the spotfin chub from
Cyprinella (=Hybopsis) monacha to
Erimonax monachus (see Regulation
Promulgation section below).

(2) Unlike many of the existing
experimental population regulations at
50 CFR 17.84, the entries for the
experimental populations for the Tellico
River in Tennessee at 50 CFR 17.84(e)
and (m) do not include a map. We are
adding a map for these entries in order
to provide clarity for the public and
make this section consistent with the
text of the existing regulations for other
experimental populations.

Summary of Comments and
Recommendations

In the October 21, 2004, proposed rule
(69 FR 61774), we requested that all
interested parties submit comments or
information concerning the proposed
NEP. We contacted appropriate Federal,
State, and local agencies, county
governments, elected officials, scientific
organizations, and other interested
parties and invited them to comment on
the proposed NEP. We also provided
notification of this document through e-
mail, telephone calls, letters, and news
releases faxed and/or mailed to affected
elected officials, media outlets, local

jurisdictions, and interest groups. We
provided the document on the Service’s
Tennessee Field Office Internet site
following its release.

During the public comment period,
we received comments from four
parties: One State agency, two
universities, and one nonprofit
organization. Of the four parties
responding, three supported the
proposed NEP and one was neutral. The
Alabama Department of Conservation
and Natural Resources submitted
comments as peer reviewers. The State
agency’s comments are reflected in Peer
Review Comment 1 and 2 below.

In conformance with our policy on
peer review, published on July 1, 1994
(59 FR 34270), we solicited independent
opinions from four knowledgeable
individuals who have expertise with
these species within the geographic
region where the species occurs, and/or
familiarity with the principles of
conservation biology. We received
comments from two of the four peer
reviewers. These are included in the
summary below and incorporated into
this final rule.

We reviewed all comments received
from the peer reviewers and the public
for substantive issues and new
information regarding the proposed
NEP. Substantive comments received
during the comment period have either
been addressed below or incorporated
directly into this final rule. The
comments are grouped below as either
peer review or public comments.

Peer Review Comments

(1) Comment: The proposed
reintroduction is for Shoal Creek in
Lauderdale County, Alabama; however,
there is another Shoal Creek in
Limestone County, Alabama, that is a
tributary to the Elk River. Limestone
County is adjacent to Lauderdale
County and a recent survey by the
Geological Survey of Alabama collected
two boulder darters in this Shoal Creek,
which was a new tributary record for
this species. Because there are two
creeks named “Shoal” in adjacent
counties, it might help to differentiate
between the two creeks to lessen any
potential confusion.

Response: We have clarified the
description of the Shoal Creek in
Lauderdale County, Alabama, that
occurs within the NEP by stating that
this Shoal Creek is a tributary to the
Tennessee River. The Shoal Creek in
Limestone County, Alabama, is a
tributary to the Elk River. This, along
with the county it occurs in, should
adequately differentiate between the
two creeks.
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(2) Comment: Section 5 of the
proposed rule states that artificially
propagated juveniles will most likely be
reintroduced, but wild adult stock could
also be used. The literature states that
adult and juvenile spotfin chubs require
slightly different habitats, thus
reintroduction with juveniles should be
done to account for those differences.

Response: It is our intent to release
primarily juvenile spotfin chubs that
have been raised by CFI. We have
worked closely with CFI to determine
the appropriate habitats for releasing
these juvenile fish. If we do release any
wild adult stock, we will work with CFI
and the State Wildlife Agencies to
ensure that the appropriate habitat is
identified for their release.

(3) Comment: The newest names list
for fish has been released and the
scientific name of the spotfin chub has
been changed to Erimonax monachus.

Response: We have reviewed the
reference provided and concur that the
scientific name of the spotfin chub has
changed from Cyprinella (=Hybopsis)
monacha to Erimonax monachus. We
have made the appropriate changes in
the section titled “Other Changes to the
Regulations” (see above).

(4) Comment: The Etnier and
Williams 1989 description of the
boulder darter was cited, but does not
appear in the Literature Cited section.

Response: This citation has been
added to the Literature Cited section.

(5) Comment: Boulder darters may be
able to use reservoirs for dispersal
purposes, and success of this
introduction might make it easier for
them to reach the mouth of the Flint
River or perhaps some other fairly large
Tennessee River tributaries in Alabama.

Response: We believe that the
reservoirs will act as barriers to the
species’ downstream movement into the
Tennessee River and its tributaries and
will ensure that this NEP remains
geographically isolated and easily
distinguishable from existing known
wild populations in the Elk River
watershed. However, we also state that
if any of the reintroduced boulder
darters or spotfin chubs move outside
the designated NEP area, then the fish
would be considered to have come from
the NEP area. In that case, we may
propose to amend the rule and enlarge
the boundaries of the NEP area to
include the entire range of the expanded
populations.

Public Comments

(6) Comment: Environmental Defense
fully supports the proposal to establish
new experimental populations of the
boulder darter and the spotfin chub.

Response: We appreciate
Environmental Defense’s support of this
important recovery effort to restore
these fish back into this portion of their
historical range.

(7) Comment: No source population
for brood stock or wild adult stock is
identified in the proposed rule for the
spotfin chub.

Response: The Service has not
identified the source population for the
spotfin chub because no decision has
been made at this time on which source
population should be used. A final
decision will be made in concert with
our State partners once we have
reviewed the best available scientific
information.

(8) Comment: No protocol is outlined
to determine if progeny from brood
stock reflects the genetic diversity
present in the source population.

Response: CFI states that it takes as
many adults from the source population
as the Federal and State agencies believe
is appropriate to remove without
harming the source population and
within limits of practicality. CFI also
states that it ensures that as many adults
as possible are involved in
reproduction. This sometimes involves
cycling different males in and out of
production. CFI emphasizes the
importance of these reintroductions
being long-term projects where new
parental stock is brought into
production every year or two from the
original source population. We believe
that this method maximizes our
potential to have offspring that have
similar genetic diversity to the source
population and increases the recovery
chances for these species within the
limited amount of funding that Federal
and State agencies have available to
them.

Effective Date

We are making this rule effective
upon publication. In accordance with
the Administrative Procedure Act, we
find good cause as required by 5 U.S.C.
553(d)(3) to make this rule effective
immediately upon publication in the
Federal Register. We currently have two
year classes of propagated boulder
darters available for release. The
juvenile class of boulder darters will be
ready to spawn this spring for the first
time. In order for this group of boulder
darters to have the maximum amount of
time to accomplish their first spawn,
these fish need to be placed into Shoal
Creek in April. The earlier in April
these fish can be released, the more
likely they are to spawn this spring. The
older class of boulder darters are at the
end of their spawning lives and must be
placed into Shoal Creek by early May in

order to ensure that they will have a
chance to successfully spawn one last
time in the wild. The 30-day delay
would be contrary to the public interest
because it would result in a loss of
spawning for the first-time juvenile
class and the last-time older class, and
this would result in natural spawning
not occurring in Shoal Creek until the
spring of 2006.

Required Determinations

Regulatory Planning and Review (E.O.
12866)

In accordance with the criteria in
Executive Order 12866, this rule to
designate NEP status for the boulder
darter and spotfin chub in Shoal Creek,
Lauderdale County, Alabama and
Lawrence County, Tennessee, is not a
significant regulatory action subject to
Office of Management and Budget
review. This rule will not have an
annual economic effect of $100 million
or more on the economy and will not
have an adverse effect on any economic
sector, productivity, competition, jobs,
the environment, or other units of
government. The area affected by this
rule consists of a very limited and
discrete geographic segment of lower
Shoal Creek (about 28 CM (44 km)) in
southwestern Tennessee and northern
Alabama. Therefore, a cost-benefit and
economic analysis will not be required.

We do not expect this rule to have
significant impacts to existing human
activities (e.g., agricultural activities,
forestry, fishing, boating, wading,
swimming, trapping) in the watershed.
The reintroduction of these federally
listed species, which will be
accomplished under NEP status with its
associated regulatory relief, is not
expected to impact Federal agency
actions. Because of the substantial
regulatory relief, we do not believe the
proposed reintroduction of these species
will conflict with existing or proposed
human activities or hinder public use of
Shoal Creek or its tributaries.

This rule will not create
inconsistencies with other agencies’
actions or otherwise interfere with an
action taken or planned by another
agency. Federal agencies most interested
in this rulemaking are primarily the
EPA and TVA. Both Federal agencies
support the reintroductions. Because of
the substantial regulatory relief
provided by the NEP designation, we
believe the reintroduction of the boulder
darter and spotfin chub in the areas
described will not conflict with existing
human activities or hinder public
utilization of the area.

This rule will not materially affect
entitlements, grants, user fees, or loan
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programs, or the rights and obligations
of their recipients. Because there are no
expected impacts or restrictions to
existing human uses of Shoal Creek as

a result of this rule, no entitlements,
grants, user fees, loan programs, or the
rights and obligations of their recipients
are expected to occur.

This rule does not raise novel legal or
policy issues. Since 1984, we have
promulgated section 10(j) rules for many
other species in various localities. Such
rules are designed to reduce the
regulatory burden that would otherwise
exist when reintroducing listed species
to the wild.

Regulatory Flexibility Act

The Department of the Interior
certifies that this document will not
have a significant economic effect on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). Although most of the
identified entities are small businesses
engaged in activities along the affected
reaches of this creek, this rulemaking is
not expected to have any significant
impact on private activities in the
affected area. The designation of an NEP
in this rule will significantly reduce the
regulatory requirements regarding the
reintroduction of these species, will not
create inconsistencies with other
agencies’ actions, and will not conflict
with existing or proposed human
activity, or Federal, State, or public use
of the land or aquatic resources.

Small Business Regulatory Enforcement
Fairness Act

This rule is not a major rule under 5
U.S.C. 804(2), the Small Business
Regulatory Enforcement Fairness Act.
This rule will not have an annual effect
on the economy of $100 million or
more. It will not cause a major increase
in costs or prices for consumers;
individual industries; Federal, State, or
local government agencies; or
geographic regions. This rule does not
have significant adverse effects on
competition, employment, investment,
productivity, innovation, or the ability
of United States-based enterprises to
compete with foreign-based enterprises.
The intent of this special rule is to
facilitate and continue the existing
commercial activity while providing for
the conservation of the species through
reintroduction into suitable habitat.

Unfunded Mandates Reform Act

The NEP designation will not place
any additional requirements on any city,
county, or other local municipality. The
ADCNR and TWRA, which manage
Shoal Creek’s aquatic resources,
requested that we consider these

reintroductions under an NEP
designation. However, they will not be
required to manage for any reintroduced
species. Accordingly, this rule will not
“significantly or uniquely” affect small
governments. A Small Government
Agency Plan is not required since this
rulemaking does not require any action
to be taken by local or State
governments or private entities. We
have determined and certify pursuant to
the Unfunded Mandates Reform Act, 2
U.S.C. 1501 et. seq., that this rulemaking
will not impose a cost of $100 million
or more in any given year on local or
State governments or private entities
(i.e., it is not a “‘significant regulatory
action” under the Unfunded Mandates
Reform Act.).

Takings (E.O. 12630)

In accordance with Executive Order
12630, the rule does not have significant
takings implications. When
reintroduced populations of federally
listed species are designated as NEPs,
the Act’s regulatory requirements
regarding the reintroduced listed
species within the NEP are significantly
reduced. Section 10(j) of the Act can
provide regulatory relief with regard to
the taking of reintroduced species
within an NEP area. For example, this
rule allows for the taking of these
reintroduced fishes when such take is
incidental to an otherwise legal activity,
such as recreation (e.g., fishing, boating,
wading, trapping, swimming), forestry,
agriculture, and other activities that are
in accordance with Federal, State, and
local laws and regulations. Because of
the substantial regulatory relief
provided by NEP designations, we do
not believe the reintroduction of these
fishes will conflict with existing or
proposed human activities or hinder
public use of the Shoal Creek system.

A takings implication assessment is
not required because this rule (1) will
not effectively compel a property owner
to suffer a physical invasion of property
and (2) will not deny all economically
beneficial or productive use of the land
or aquatic resources. This rule will
substantially advance a legitimate
government interest (conservation and
recovery of two listed fish species) and
will not present a barrier to all
reasonable and expected beneficial use
of private property.

Federalism (E.O. 13132)

In accordance with Executive Order
13132, the rule does not have significant
Federalism effects to warrant the
preparation of a Federalism Assessment.
This rule will not have substantial
direct effects on the States, in the
relationship between the Federal

Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. The State wildlife
agencies in Alabama (ADCNR) and
Tennessee (TWRA) requested that we
undertake this rulemaking in order to
assist the States in restoring and
recovering their native aquatic fauna.
Achieving the recovery goals for these
species will contribute to their eventual
delisting and their return to State
management. No intrusion on State
policy or administration is expected;
roles or responsibilities of Federal or
State governments will not change; and
fiscal capacity will not be substantially
directly affected. The special rule
operates to maintain the existing
relationship between the States and the
Federal Government and is being
undertaken at the request of State
agencies (ADCNR and TWRA). We have
cooperated with the ADCNR and TWRA
in the preparation of this rule.
Therefore, this rule does not have
significant Federalism effects or
implications to warrant the preparation
of a Federalism Assessment pursuant to
the provisions of Executive Order
13132.

Civil Justice Reform (E.O. 12988)

In accordance with Executive Order
12988, the Office of the Solicitor has
determined that this rule does not
unduly burden the judicial system and
that it meets the requirements of
sections (3)(a) and (3)(b)(2) of the Order.

Paperwork Reduction Act

Office of Management and Budget
(OMB) regulations at 5 CFR 1320, which
implement provisions of the Paperwork
Reduction Act (44 U.S.C. 3501 et seq.)
require that Federal agencies obtain
approval from OMB before collecting
information from the public. An agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information, unless it
displays a currently valid control
number. This rule does not include any
new collections of information that
require approval by OMB under the
Paperwork Reduction Act.

National Environmental Policy Act

We have determined that the issuance
of this rule is categorically excluded
under our National Environmental
Policy Act procedures (516 DM 6,
Appendix 1.4 B (6)).

Government-to-Government
Relationship With Tribes

In accordance with the President’s
memorandum of April 29, 1994,
“Government-to-Government Relations
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with Native American Tribal
Governments’ (59 FR 229511),
Executive Order 13175, and the
Department of the Interior Manual
Chapter 512 DM 2, we have evaluated
possible effects on federally recognized
Indian tribes and have determined that
there are no effects.

Energy Supply, Distribution or Use (E.O.
13211)

On May 18, 2001, the President issued
Executive Order 13211 on regulations
that significantly affect energy supply,
distribution, and use. Executive Order
13211 requires agencies to prepare
Statements of Energy Effects when
undertaking certain actions. This rule is
not expected to significantly affect
energy supplies, distribution, and use.
Therefore, this action is not a significant
energy action and no Statement of
Energy Effects is required.
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Author

The principal author of this rule is
Timothy Merritt (see ADDRESSES
section).

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements, and
Transportation.

Final Regulation Promulgation

m Accordingly, we amend part 17,
subchapter B of chapter I, title 50 of the
Code of Federal Regulations, as set forth
below:

PART 17—[AMENDED]

m 1. The authority citation for part 17
continues to read as follows:
Authority: 16 U.S.C. 1361-1407; 16 U.S.C.

1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500, unless otherwise noted.

m 2. Amend § 17.11(h) by revising the
existing entries in the List of Endangered
and Threatened Wildlife under FISHES
for “Chub, spotfin,” and “Darter,
boulder,” to read as follows:

Nelson, J.S., E.J. Crossman, H. Espinosa- U.S. Fish and Wildlife Service. 1983. Spotfin \?v:lz'lye Endangered and threatened
Perez, L.T. Findley, C.R. Gilbert, R.N. Lea, Chub Recovery Plan. Atlanta, GA. 46 '
and J.D. Williams. 2004. Common and PP- 1989. Boulder Darter Recovery * * * * *
scientific names of fishes from the United Plan. Atlanta, GA. 15 pp. (h)* * *
Species Vertebrate popu- - :
Historic range lation where endan- Status When listed ﬁ;'tt)'ﬁ:tl Sﬁﬁg'sal
Common name Scientific name gered or threatened
FISHES
Chub, spoffin ......... Erimonax U.S.A. (AL, GA, Entire, except T 28, 732 17.95(e) 17.44(c)
(=turquoise shiner) monachus. NC, TN, VA). where listed as
an experimental
population.
DO oo e [0 [0 PR [o [o IR Tellico River, from XN 732 NA 17.84(m)

the backwaters
of the Tellico
Reservoir (about
Tellico River mile
19 (30 km)) up-
stream to Tellico
River mile 33 (53
km), in Monroe
County, TN.
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Species

Historic range

Common name Scientific name

Vertebrate popu-
lation where endan-
gered or threatened

Status

Critical
habitat

Special

When listed Tules

* * *

Etheostoma wap-
itiJ.S.A. (AL, TN).

Entire, except
where listed as
an experimental
population.

Shoal Creek (from
Shoal Creek mile
41.7 (66.7 km))
at the mouth of
Long Branch,
Lawrence Coun-
ty, TN, down-
stream to the
backwaters of
Wilson Reservoir
(Shoal Creek
mile 14 (22 km))
at Goose Shoals,
Lauderdale
County, AL, in-
cluding the lower
5 miles (8 km) of
all tributaries that
enter this reach.

Shoal Creek (from

Shoal Creek mile
41.7 (66.7 km))
at the mouth of
Long Branch,
Lawrence Coun-
ty, TN, down-
stream to the
backwaters of
Wilson Reservoir
(Shoal Creek
mile 14 (22 km))
at Goose Shoals,
Lauderdale
County, AL, in-
cluding the lower
5 miles (8 km) of
all tributaries that
enter this reach.

* * *

XN 747 NA 17.84(0)

E 322 NA NA

XN 747 NA 17.84(0)

§17.44 [Amended]

m 3. Amend § 17.44(c) introductory text
by removing the words “spotfin chub
(Hybopsis monacha)” and adding, in
their place, the words “spotfin chub
(Erimonax monachus)”.

m 4. Amend § 17.84 by adding new
paragraphs (e)(6), revising the
introductory text to paragraph (m), and

adding new paragraphs (m)(5) and (o)
including maps to read as follows:

§17.84 Special rules—vertebrates.
* * * * *

(e] * * %

(6) Note: Map of the NEP area for the
yellowfin madtom in the Tellico River,
Tennessee, appears immediately following
paragraph (m)(5) of this section.

*

* * * *

(m) Sptofin chub (=turquoise shiner)
(Erimonax monachus), duskytail darter
(Etheostoma percnurum), smoky
madtom (Noturus baileyi).

* * * * *

(5) Note: Map of the NEP area for spotfin
chub, duskytail darter, smoky madtom, and
and yellowfin madtom (see paragraph (e) of
this section) in Tennessee follows:

BILLING CODE 4310-55-P
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Portion of the Tellico River Covered by the Spotfin Chub,
Duskytail Darter, Smoky Madtom and Yellowfin Madtom

Nonessential Experimental Population Designation
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(o) Spotfin chub (=turquoise shiner)
(Erimonax monachus), boulder darter
(Etheostoma wapiti).

(1) Where are populations of these
fishes designated as nonessential
experimental populations (NEP)?

(i) The NEP area for the boulder darter
and the spotfin chub is within the
species’ historic ranges and is defined as
follows: Shoal Creek (from Shoal Creek
mile 41.7 (66.7 km)) at the mouth of
Long Branch, Lawrence County, TN,
downstream to the backwaters of Wilson
Reservoir (Shoal Creek mile 14 (22 km))
at Goose Shoals, Lauderdale County,
AL, including the lower 5 miles (8 km)
of all tributaries that enter this reach.

(ii) None of the fishes named in
paragraph (o) of this section are
currently known to exist in Shoal Creek
or its tributaries. Based on the habitat
requirements of these fishes, we do not
expect them to become established
outside the NEP area. However, if any
individuals of either of the species move
upstream or downstream or into
tributaries outside the designated NEP
area, we would presume that they came
from the reintroduced populations.

(iii) We do not intend to change the
NEP designations to “essential

experimental,” “threatened,” or
“endangered”” within the NEP area.
Additionally, we will not designate
critical habitat for these NEPs, as
provided by 16 U.S.C. 1539(j)(2)(C)(ii).

(2) What take is allowed in the NEP
area? Take of these species that is
accidental and incidental to an
otherwise legal activity, such as
recreation (e.g., fishing, boating, wading,
trapping, or swimming), forestry,
agriculture, and other activities that are
in accordance with Federal, State, and
local laws and regulations, is allowed.

(3) What take of these species is not
allowed in the NEP area?

(i) Except as expressly allowed in
paragraph (0)(2) of this section, all the
provisions of § 17.31(a) and (b) apply to
the fishes identified in paragraph (o0)(1)
of this section.

(ii) Any manner of take not described
under paragraph (0)(2) of this section is
prohibited in the NEP area. We may
refer unauthorized take of these species
to the appropriate authorities for
prosecution.

(iii) You may not possess, sell,
deliver, carry, transport, ship, import, or
export by any means whatsoever any of
the identified fishes, or parts thereof,

that are taken or possessed in violation
of paragraph (0)(3) of this section or in
violation of the applicable State fish and
wildlife laws or regulations or the Act.

(iv) You may not attempt to commit,
solicit another to commit, or cause to be
committed any offense defined in
paragraph (0)(3) of this section.

(4) How will the effectiveness of these
reintroductions be monitored? After the
initial stocking of these two fish, we
will monitor annually their presence or
absence and document any spawning
behavior or young-of-the-year fish that
might be present. This monitoring will
be conducted primarily by snorkeling or
seining and will be accomplished by
contracting with the appropriate species
experts. We will produce annual reports
detailing the stocking rates and
monitoring activities that took place
during the previous year. We will also
fully evaluate these reintroduction
efforts after 5 and 10 years to determine
whether to continue or terminate the
reintroduction efforts.

(5) Note: Map of the NEP area for spotfin
chub and boulder darter in Tennessee and
Alabama follows:
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Portion of Shoal Creek Watershed Covered by the
Spotfin Chub and Boulder Darter Nonessential

Experimental Population Designation
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m 5. Amend § 17.95(e) by removing the their place, the words “SPOTFIN CHUB Dated: April 1, 2005.

words “SPOTFIN CHUB (Cyprinella (Erimonax monachus)”. Craig Manson,
(=Hybopsis) monacha)” and adding, in Assistant Secretary for Fish and Wildlife and
Parks.

[FR Doc. 05-7086 Filed 4-7-05; 8:45 am|
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 93, 94, and 98

[Docket No. 02—046—1]

RIN 0579-AB79

Importation of Swine and Swine
Products From the European Union

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the regulations for importing animals
and animal products into the United
States to apply a uniform set of
importation requirements related to
classical swine fever (CSF) to a region
consisting of all of the 15 Member States
of the European Union (EU) that
comprised the EU as of April 30, 2004
(the EU-15) and prohibit for a specified
period of time the importation of live
swine and swine products from any area
in the EU-15 that is identified by the
veterinary authorities of the region as a
restricted zone. We believe these
changes are necessary to help prevent
the introduction of CSF into the United
States while increasing our
responsiveness to changes in the CSF
situation in the EU.

DATES: We will consider all comments
that we receive on or before June 7,
2005.

ADDRESSES: You may submit comments
by any of the following methods:

e EDOCKET: Go to http://
www.epa.gov/feddocket to submit or
view public comments, access the index
listing of the contents of the official
public docket, and to access those
documents in the public docket that are
available electronically. Once you have
entered EDOCKET, click on the “View
Open APHIS Dockets” link to locate this
document.

e Postal Mail/Commercial Delivery:
Please send four copies of your

comment (an original and three copies)
to Docket No. 02—046—-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 02—046-1.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Chip Wells, Senior Staff Veterinarian,
Regionalization Evaluation Services
Staff, National Center for Import and
Export, VS, APHIS, 4700 River Road
Unit 38, Riverdale, MD 20737-1231;
(301) 734—-4356.

SUPPLEMENTARY INFORMATION:

Background

The Animal and Plant Health
Inspection Service (APHIS) of the
United States Department of Agriculture
(USDA or the Department) regulates the
importation of animals and animal
products into the United States to guard
against the introduction of animal
diseases not currently present or
prevalent in this country. The
regulations in 9 CFR part 94 (referred to
below as the regulations) prohibit or
restrict the importation of specified
animals and animal products to prevent
the introduction into the United States
of various animal diseases, including
classical swine fever (CSF), rinderpest,
foot-and-mouth disease, bovine
spongiform encephalopathy, swine
vesicular disease, and African swine
fever.

Sections 94.9 and 94.10 of the
regulations state that CSF is known to
exist in all regions of the world, except

for those regions listed in §§ 94.9(a) and
94.10(a). The importation of live swine
and swine products from regions not
recognized as free of CSF is restricted or
prohibited. In addition, the importation
of live swine and swine products from
a region consisting of certain Member
States and portions of Member States of
the European Union (EU) is restricted
with regard to CSF, even though that
region is listed as free of the disease.
The restrictions on imports from that
region were established in a final rule
published in the Federal Register on
April 7, 2003 (68 FR 16922—-16941,
Docket No. 98-090-5).

We based our final rule primarily on
two risk analyses conducted by
APHIS.! 2 The risk analyses examined a
region consisting of EU countries
(Member States) that the European
Commission (EC) asked us to recognize
as free of CSF. (The EC is the EU
institution responsible for representing
the EU as a whole. It proposes
legislation, policies, and programs of
action and implements decisions of the
EU Parliament and Council.) The
Member States identified were Austria,
Belgium, France, Germany, Greece,
Italy, Luxembourg, the Netherlands,
Portugal, and Spain. Five other EU
Member States—Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom—were already
recognized by APHIS as being free of
CSF.

The first risk analysis was made
available to the public in 1999 at the
time of publication in the Federal
Register of the proposed rule (64 FR
34155-34168, Docket No. 98—090-1)
upon which we based our April 2003
final rule. The second risk analysis was
released in 2002 for public comment (67
FR 22388-22389, Docket No. 98—090-2)
and represented a revision and
supplementation of the 1999 risk
analysis. Data used in both risk analyses
represented events that occurred during
a CSF epidemic in Europe during 1997
and 1998. That outbreak is considered
to be the most severe CSF epidemic ever
experienced in Europe. Both risk
analyses are available by calling or
writing to the person listed in this

1Biological Risk Analysis: Risk assessment and
management options for imports of swine and
swine products from the European Union—June 2,
1999.

2Risk Analysis for Importation of Classical Swine
Fever Virus in Swine and Swine Products from the
European Union—December 2000.
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document under FOR FURTHER
INFORMATION CONTACT. The analyses are
also available on the Internet at http://
www.aphis.usda.gov/vs/ncie/reg-
request.html. At the bottom of that Web
site page, click on “Information
previously submitted by Regions
requesting export approval and
supporting documentation.” At the next
screen, click on the triangle beside
“European Union/Not Specified/
Classical Swine Fever,” then click on
the triangle beside ‘“Response by
APHIS,” which will reveal links to the
risk analyses.

The analyses took into account,
among other things, the CSF history of
the EU region consisting of the 10
Member States in the EC’s request, the
CSF history of countries adjacent to the
region, the veterinary infrastructure and
policies of the region, and the historical
volumes of imports into the United
States of breeding swine, swine semen,
and pork and pork products from the
region.

Based on the analyses, we considered
it necessary to establish certain
mitigation measures for the importation
of live swine, pork and pork products,
and swine semen from the region.
Although there were no CSF outbreaks
in EU domestic swine within the
defined region at the time, the risk
analyses assumed that, because CSF was
endemic in wild boar in several parts of
the EU, it was likely CSF would
continue to occur in domestic swine in
the region. Further, the risk analyses
considered the open borders among EU
Member States. To address these
situations, the final rule required that
commodities from the region of the EU
that was considered to be unaffected
with CSF be segregated from those from
CSF-affected regions of the EU and other
CSF-affected regions, and that measures
be taken to ensure that donor boars
providing semen for export to the
United States are truly free of CSF.
These requirements are described below
under the heading “Importation
Conditions Established in April 2003.”

Importation Conditions Established in
April 2003

Specifically, our April 2003 final rule
required that the following conditions
be met before the commodity in
question could be imported into the
United States (in the absence of any
other diseases of swine that would
otherwise prohibit importation):

e For pork and pork products: (1) The
articles have not been commingled with
pork or pork products derived from
swine that have been in a region listed
at the time as one in which CSF is
known to exist; (2) the swine from

which the pork or pork products were
derived have not lived in a region listed
at the time as one in which CSF is
known to exist, and have not transited
such a region unless moved directly
through the region in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination; and (3) the articles are
accompanied by a certificate, issued by
an official of the national government of
the region of origin, stating that the
above provisions have been met.

e For breeding swine: The swine (1)
have never lived in a region listed at the
time as one in which CSF is known to
exist; (2) have never transited such a
region unless moved directly through
the region in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination; and (3) have never been
commingled with swine that have been
in a region listed at the time as one in
which CSF is known to exist.
Additionally, no equipment or materials
used in transporting the swine may have
previously been used for transporting
swine ineligible for export to the United
States unless the equipment or materials
first were cleaned and disinfected.
Lastly, the swine have to be
accompanied by a certificate, issued by
a salaried veterinary officer of the
national government of the country of
origin, stating that the above provisions
have been met.

e For swine semen: The donor boar
meets the same conditions as those
listed above for breeding swine.
Additionally, the following conditions
must be met: (1) The semen comes from
a semen collection center approved for
export by the veterinary services of the
national government of the country of
origin; (2) the donor boar is held in
isolation for at least 30 days prior to
entering the semen collection center,
and, no more than 30 days prior to being
held in isolation, is tested with negative
results using a CSF test approved by the
Office International des Epizooties (OIE)
[also referred to as the World
Organisation of Animal Health]; and (3)
the donor boar is observed by the semen
collection center veterinarian while at
the center (including at least a 40-day
holding period at the center following
collection of the semen) and, along with
all other swine at the center, exhibits no
clinical signs of CSF.

Under these conditions, we estimated
that the risk of introducing CSF through
imports from the defined region would
be as follows:

e By importing breeding swine, most
likely one incursion in an average of
33,670 years.

e By importing fresh pork, most likely
one incursion in an average of 22,676
years.

e By importing swine semen, most
likely one incursion in an average of
8,090 years.

APHIS considered each of these risks
to be low.

We continue to consider the
mitigation measures established in our
April 2003 final rule to be necessary for
the importation of breeding swine, pork
and pork products, and swine semen
from the EU region we recognized in
that final rule, and to France and Spain,
which were added to that region
following publication of the April 2003
final rule in a final rule published on
April 20, 2004 (69 FR 21042-21047,
Docket No. 98-090-7). Under this
proposed rule, those requirements
would continue to apply.

Additionally, we are proposing to
apply the measures established in our
April 2003 final rule to importations
from five additional EU Member States
whose exports to the United States are
free of CSF-related restrictions
(Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom [consisting of England,
Scotland, Wales, the Isle of Man, and
Northern Ireland]), as well as to
Luxembourg (which is currently listed
as a region in which CSF exists, due to
an outbreak of the disease following our
June 1999 proposal) and all of Germany
and Italy. Currently, only portions of
Germany and Italy are recognized as free
of CSF in our regulations. We would
apply the same mitigation measures to
each of the areas described above
because we would recognize the
combination of all of those areas of the
EU as a single region of low-risk for
CSF, discussed below. The region
would be comprised of the 15 Member
States comprising the EU as of April 30,
2004, which we refer to as the European
Union-15 (EU-15). We would add a
definition of European Union-15 (EU-
15) to §§93.500, 94.0, and 98.30.

We discuss below, under the heading
“Uniform Conditions for Imports from
the EU-15,” our proposed application of
uniform import conditions to the EU-15
with regard to CSF. We then discuss the
reasons we believe the EU-15 qualifies
as a region of low-risk for CSF under the
heading “Basis for Recognition of an EU
Region.”

Uniform Conditions for Imports From
the EU-15

As noted above, we are proposing to
recognize a single region for CSF (the
EU-15) that would consist of the
following areas: (1) That region of the
EU we now recognize as being free of
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CSF but from which imports of swine
and swine products are subject to
specified restrictions; (2) Denmark,
Finland, the Republic of Ireland,
Sweden, and the United Kingdom
(consisting of England, Scotland, Wales,
the Isle of Man, and Northern Ireland);
and (3) Luxembourg and all of Germany
and Italy. Currently, only portions of
Germany and Italy are recognized as free
of CSF in our regulations.

In our April 2003 final rule, we did
not include Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom in the EU region we
defined as free of classical swine fever
but from which the importation of
swine and swine products are subject to
certain restrictions. Those five Member
States had already been recognized in
previous rulemakings as regions in
which CSF is not known to exist and
from which swine and swine products
may be imported into the United States
without restriction related to CSF. We
continued to treat those Member States
in the same way we had been treating
them since the time we recognized them
as free of CSF; that is, we did not apply
to them the additional mitigation
measures we were applying to the EU
region we recognized in the April 2003
final rule.

However, because we had recognized
those five Member States as free of CSF
before the EU was established, the
evaluations we had conducted that
supported such a classification of
freedom did not take into account the
opening of national borders within the
EU and the possibility that the five CSF-
free Member States would trade freely
with EU Member States that we
considered CSF-affected.

As part of the EU, those five Member
States carry out trade with the rest of the
EU under what is essentially an open-
border trading policy. There is no
substantive difference between the way
trade is carried out within the EU by
those five Member States compared to
the way it is carried out by other
Member States. Because of these open-
border policies, we believe the CSF risk
from the five member States must be
considered the same as from the EU
region we recognized as subject to
additional mitigation measures in our
April 2003 final rule, and the same
importation conditions would be
applied to both areas under this
proposed rule.

Additionally, we are proposing to
apply those importation conditions to
parts of the EU that we have not yet
recognized as CSF-free. In our April
2003 final rule, we excluded certain
parts of the EU—in some cases entire
Member States—from the region we

recognized as CSF-free, either because
those areas were not eligible for
recognition as CSF-free at the time we
published the proposal for our April
2003 final rule, or because they
experienced an outbreak of CSF in
domestic swine following publication of
that proposed rule. Those areas
included all of France and Spain—
which have since been added to the
region of the EU we consider free of CSF
with restrictions—all of Luxembourg,
and parts of Germany and Italy. In
Germany, we excluded the following
kreis: the Kreis Uckermark in the Land
of Brandenburg; the Kreis Oldenberg,
the Kreis Soltau-Fallingbostel, and the
Kreis Vechta in the Land of Lower
Saxony; the Kreis Heinsberg and the
Kreis Warendorf in the Land of
Northrhine-Westphalia; the Kreis
Bernkastel-Wittlich, the Kreis Bitburg-
Priim, the Kreis Donnersbergkreis, the
Kreis Rhein-Hunsriiche, the Kreis
Stidliche Weinstrasse, and the Kreis
Trier-Saarburg in the Land of Rhineland
Palatinate; and the Kreis Altmarkkreis
in the Land of Saxony-Anhalt. In Italy,
we excluded the Regions of Emilia-
Romagna, Piemonte, and Sardegna.

Whether we excluded an entire
Member State or a smaller
administrative unit depended on
whether we had identified in the June
1999 proposed rule the administrative
unit we would recognize as a region
within a particular Member State in the
event of a CSF outbreak. We had
identified such administrative units for
Germany and Italy (the “kreis” in
Germany and the “region” in Italy), but
not for the other Member States of the
EU.

We are now proposing to apply the
certification requirements established
by our April 2003 final rule to all the
areas in Italy and Germany listed above
and to Luxembourg. In addition, we
would require the EC to certify that
commodities (breeding swine, swine
semen, and fresh pork and pork
products) are not exported from—and
have not been commingled with swine
from—restricted zones in the EU during
the following time periods: (1) A period
of 6 months after the last case of CSF in
domestic swine in the restricted zone; or
(2) until restrictions put in place by the
EU because of CSF in wild boar in the
restricted zone are released. We
consider this action warranted because
we consider the EU to be an
homogeneous region of low CSF risk
(although one in which CSF outbreaks
may continue to occur) and because the
EC has appropriate control measures in
place to mitigate the risk of continuing
outbreaks.

We consider the EU to be
homogeneous with regard to CSF
despite the fact that we have treated
certain kreis in Germany and Regions in
Italy slightly differently from the rest of
those countries during our rulemaking
process. Our June 1999 proposed rule
excluded three kreis in Germany and
three Regions in Italy from
consideration as part of the region
recognized in our April 2003 final rule.
Because these areas had experienced
outbreaks within 6 months before
collection of data for the 1999 risk
analysis, the model excluded
consideration of exports from those
areas. Exclusion of those areas was a
policy decision based on the
regionalization approach being used by
APHIS at the time.

However, the model used for the risk
analysis was based on the assumption
that outbreaks would continue to occur
in the EU. Even with this assumption,
the risk analysis concluded that the risk
of exporting CSF from the EU in
breeding swine, swine semen, and fresh
pork was low. Outbreaks did, in fact,
occur in some German kreis other than
the three excluded from the June 1999
proposed rule—as well as in France,
Spain, and Luxembourg, which were
subject to the June 1999 proposed rule—
and to provide the public an
opportunity to comment upon the
outbreaks, we did not include those
kreis and Member States in our April
2003 final rule. However, we consider
the CSF risk posed by commodities from
the German kreis and Italian Regions
that were excluded from the proposed
rule, as well as from those areas and
Member States that had outbreaks
subsequent to the proposed rule, to be
equivalent to the CSF risk from the
other EU-15 Member States (as
discussed above, in April 2004 we
added France and Spain to the EU
region we recognized in April 2003). We
consider the risk from the EU-15 as a
whole to be within the parameters of the
risk analysis, and believe the risk from
continuing CSF outbreaks in any part of
the EU-15 would be adequately
mitigated by the control mechanisms
implemented in the EU.

Thus, we are proposing to apply the
same import conditions for swine and
swine products with regard to CSF to a
region consisting of all of Austria,
Belgium, Denmark, Finland, France,
Germany, Greece, Italy, Luxembourg,
the Netherlands, Portugal, the Republic
of Ireland, Spain, Sweden, and the
United Kingdom. The conditions for
pork, pork products, and live swine
would be set forth in § 94.24. The
conditions for swine semen would be
set forth in § 98.38.
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The EU-15 as a Region of Low Risk for
CSF

In evaluating the CSF risk from
imports of breeding swine, swine
semen, and swine products from the
EU-15, we took into consideration the
following characteristics of that region:

e The region contains a known source
of CSF risk (e.g., infected wild boar) that
may spread the disease virus to EU
domestic swine, resulting in continuing
outbreaks of CSF in the region, but
veterinary officials in the region have
established risk mitigation measures
adequate to prevent widespread
exposure and establishment of the
disease;

e Specific mitigation measures in
place include surveillance,
epidemiological investigations,
diagnostic capability, and emergency
response capacity that are sufficient to
identify the disease, establish
appropriate control zones, and
implement all measures necessary to
effectively limit the spread of CSF from
the region; and

e Veterinary officials maintain
contingency plans defining proactive
approaches to CSF control: The
veterinary officials have sufficient legal
powers, a detailed chain-of-command,
and appropriate resources, including
emergency funds, laboratory staff,
equipment and infrastructure, to carry
out a rapid and effective eradication
campaign; there is an instruction
manual detailing all procedures,
instructions, and measures, including
emergency vaccination plans if deemed
necessary, to be implemented in the
event of a CSF outbreak; and
appropriate staff regularly receive
training and conduct drills in CSF
diagnosis, control measures, and
communication techniques.

Included in the EC request to APHIS
that resulted in our April 7, 2003, final
rule was a request that was made in the
context of the Veterinary Equivalence
Agreement (VEA) between the United
States and the EU, which was enacted
in 1998. (The stated objective of the
VEA is to facilitate trade in live animals
and animal products between the EU
and the United States by establishing a
mechanism for the recognition of
equivalence of sanitary measures,
consistent with the protection of public
and animal health, and improve
communication and cooperation on
sanitary issues.) The EC requested that
APHIS adopt the EC approach to
regionalization for CSF. This would
require APHIS to establish a new
approach to dealing with outbreaks of
CSF in the EU-15. As a result of our
review of the information provided, we

are proposing to establish a new
approach that will adopt many elements
of the EC approach to dealing with
outbreaks of CSF in the EU-15. Rather
than responding to outbreaks through
rulemakings specific to each outbreak,
we are proposing in this document to
establish actions that we would take in
the event of a CSF outbreak in the
region. Our proposal and the way in
which it differs from current practice is
explained below. While the approach
we are proposing would, in this case,
apply specifically to the EU-15, we
would accept requests and supporting
information from other regions
interested in being considered for a
similar approach.

Currently, § 92.3 of the regulations
provides that whenever the EC
establishes a quarantine for a disease in
the EU in a region APHIS recognizes as
one in which the disease is not known
to exist and the EC imposes prohibitions
or other restrictions on the movement of
animals or animal products from the
quarantined area in the EU, such
animals and animal products are
prohibited importation into the United
States. Additionally, APHIS published a
final rule on May 4, 2004 (69 FR 25817—
25820, Docket No. 02-001-2) that
established procedures to follow when a
region that we recognize as free of an
animal disease experiences an outbreak
of that disease. If a region of the world
that is considered free of CSF
experiences an outbreak of CSF, APHIS
will prohibit or restrict immediately the
importation of live swine, fresh pork
and pork products, and swine semen
from that region into the United States.
We then may publish an interim rule in
the Federal Register as soon as possible
that removes that region from the lists
in §§94.9 and 94.10 of the regulations
of regions in which CSF does not exist
and that prohibits or restricts, by
regulation, the importation of live
swine, fresh pork and pork products,
and swine semen. We accept public
comment on the interim rule for a
specified period of time. If the outbreak
is eliminated in the region in question
and a sufficient amount of time passes
(generally defined as consistent with
OIE recommendations) to ensure that
the disease has been eradicated, we
evaluate the risk of resuming imports
from the region. If we believe the results
of the risk evaluation support
reinstatement of the region’s previous
CSF-free status and resumption of the
importation of the prohibited swine and
swine products into the United States,
we make the evaluation available to the
public and solicit public comment on it.
If, after considering the public

comments, we still consider it
warranted to reinstate the region’s CSF-
free status, we publish a final rule in the
Federal Register listing the region as
free of CSF, and we allow importations
of swine and swine products to resume.

We are proposing in this document
that, whenever an outbreak of CSF
occurs in the EU-15 and the competent
veterinary authority of the EU-15
Member State establishes a quarantined
area for CSF (also referred to in this
document as a “restricted zone’’), swine
and swine products will be prohibited
importation into the United States from
that zone. No action would be required
by APHIS; the prohibition would take
effect immediately. Swine and swine
products would not be allowed
importation from the region unless they
are accompanied by certification by an
official of the competent veterinary
authority of the EU-15 Member State
that the prohibitions set forth in this
proposed rule regarding restricted zones
(discussed below) have been met.

In the case of an outbreak of CSF in
EU domestic swine, the importation
prohibitions would remain in effect for
6 months following the depopulation of
swine and the cleaning and disinfection
of the last infected premises in the
restricted zone, even if the competent
veterinary authority of the EU-15
Member State removes its designation of
the area as a restricted zone before 6
months have elapsed. In the case of a
restricted zone established because of
the detection of CSF in wild boar, the
importation prohibitions would remain
in place until the competent veterinary
authority of the EU-15 Member State
removes its designation of the area as a
restricted zone. (The issue of wild boar
is discussed further in this document
under the heading “Wild Boar.”) The
lifting of the prohibitions on imports
into the United States from a restricted
zone would take effect at the times
described above. No action by APHIS
would be required. However, APHIS
would reserve the right to make site
visits and review documentation related
to the outbreak and eradication
activities. In considering the CSF risk in
the EU-15, we evaluated both the ability
of officials in that region to ensure that
such restricted zones would be
effectively established and maintained
and the ability of the officials to ensure
that prohibitions on the importation
into the United States of swine and
swine products from the restricted
zones would be effectively enforced.

In §§ 94.0 and 98.30, we would define
restricted zone for classical swine fever
to mean an area, delineated by the
relevant competent veterinary
authorities of the region in which the
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area is located, that surrounds and
includes the location of an outbreak of
CSF in domestic swine or detection of
the disease in wild boar, and from
which the movement of domestic swine
is prohibited. We are not proposing to
specify how far from an outbreak a
restricted zone must extend because
factors such as geographic boundaries
could influence the necessary distance.
However, we did evaluate the policies
of the EC for establishing restricted
zones when considering whether to
consider the EU-15 as a region of low-
risk for CSF. This is discussed in more
detail below under “EU Animal Health
Controls.”

We believe this new approach is
warranted for the EU-15 because that
region has demonstrated the capability
to effectively prevent the spread of CSF
from areas where outbreaks occur. Plus,
as a precautionary measure, imports of
swine and swine products from the EU-
15 into the United States will be
restricted to address the recognized
probability of these outbreaks occurring
from time to time.

Because we are proposing to
recognize the EU-15 as a single region
that poses a low risk for CSF, we would
remove from §§ 94.9(a) and 94.10(a) of
the regulations the EU-15 Member
States currently listed as regions in
which CSF is not known to exist. The
EU-15 would be included in proposed
§§94.9(b) and 94.10(b) as a single region
of low-risk for CSF.

Basis for Consideration of the EU-15 as
a Region of Low-Risk for CSF

We believe that consideration of the
EU-15 as a single low-risk region for
CSF is warranted based on the risk
analyses described above, upon which
we based on our April 2003 final rule,
and on our knowledge of the veterinary
infrastructure and legislation in the EU.
These considerations are discussed in
detail in an APHIS document titled
“APHIS Risk Considerations on
Importation of Classical Swine Fever
(CSF) Virus in Breeding Swine, Swine
Semen, and Fresh Pork from a European
Union Region of Fifteen Member
States.” The document can be obtained
by calling or writing to the person listed
in this document under FOR FURTHER
INFORMATION CONTACT. It is also available
on the Internet at http://
www.aphis.usda.gov/vs/ncie/reg-
request.html. At the bottom of that Web
site page, click on “Information
previously submitted by Regions
requesting export approval and
supporting documentation.” At the next
screen, click on the triangle beside
“European Union/Not Specified/
Classical Swine Fever,” then click on

the triangle beside ‘“‘Response by
APHIS,” which will reveal a link to the
document.

The estimates of risk in the analyses
we conducted regarding CSF in the EU-
15 suggest that the EU’s control
mechanisms, combined with the risk
mitigation measures we established in
the April 2003 final rule, are sufficiently
effective to mitigate the risk of
introducing the CSF virus to the United
States via exports of the swine and
swine products that would be eligible
for importation into the United States
under this rule.

The risk estimated in the risk analyses
regarding the EU that we conducted in
1999 and 2000 was based on
quantitative data reflecting the effects of
EU regulations that were in place during
a severe CSF outbreak in 1997 and 1998
that occurred extensively in the
Netherlands and that spread to other EU
Member States. Although the outbreak
was considered the most severe the EU
ever experienced and CSF did spread
during that outbreak, our quantitative
estimates of risk showed that the risk to
the United States of CSF introduction
due to that most severe outbreak was
low. Since that outbreak, the EU has
implemented measures to strengthen its
response to a CSF outbreak. Therefore,
with the continued application of EU
regulations, any risk from future CSF
outbreaks in the EU-15 is expected to
also be low, unless an outbreak occurs
that is more severe than the one in
1997-1998—i.e., that poses a risk
greater than that evaluated in the
analysis. In the event of a more severe
outbreak or any other circumstance the
Administrator considers to pose a risk
(such as evidence of unreported CSF
outbreaks or significant deterioration of
veterinary infrastructure or control in
the region), the APHIS Administrator
would reserve the right to take whatever
action is necessary to ensure that CSF is
not introduced into the United States.

EU Animal Health Controls

In general, our proposed classification
of the EU-15 as a region of low risk for
CSF is based on continued adherence in
the Member States to EU animal health
controls, some of which are described
below, as well as on the measures we
established in our April 2003 final rule.
However, in one way, we believe it is
necessary to require a measure that
exceeds the EU controls. This measure
has to do with the length of time the
prohibition on the importation into the
United States of swine and swine
products from a restricted zone is
maintained. We discuss this measure at
greater length below, under the heading

“Prohibition of Importations from a
Restricted Zone.”

Animal health regulations imposed in
the EU are harmonized and binding
upon all Member States. Requirements
include compulsory notification of OIE
List A diseases, including CSF, and
laboratory testing for CSF on all sick
swine if CSF is suspected. Member
States are required to have CSF
contingency plans and, if applicable,
eradication plans for CSF in wild boar
populations.

Swine are moved freely among EU
Member States and within Member
States. Swine born in one Member State
are routinely fattened or slaughtered in
another. Animals moving between
Member States are required to be
accompanied by an official health
certificate issued by an official
veterinarian appointed by the
competent veterinary authority of the
Member State. Prior notification of the
movement is reported electronically
through an electronic network linking
authorities of the EC and Member
States.?

Farm registration is mandatory, and
each holding is assigned a unique
identification number by the competent
veterinary authority of the Member
State. Animal identification is
compulsory. Breeding swine must be
identified with a unique identification
number (either by ear tag or tattoo), and
fattening swine must be identified by
the holding registration number. This
information is maintained by each
Member State.

If CSF is detected anywhere in the
EU, control mechanisms are activated in
accordance with EU legislation. When
CSF is suspected on a swine holding, a
clinical investigation is conducted by
the competent veterinary authority of
the Member State to confirm or rule out
the disease, and an epidemiological
investigation is carried out. Movement
of swine from the holding under
suspicion is prohibited, and biosecurity
measures are implemented to prevent
spread of the disease.

If CSF is confirmed, all swine on the
holding containing infected swine must
be depopulated, and the carcasses must
be disposed of after being treated to
inactivate the CSF virus under official
supervision. Two types of zones are

3TRACES (Trade Control and Export System) is
replacing ANIMO by the end of 2004 as the
computerized system mandated by EU law to track
animal and animal product movement between
Member States, as well as to track imports from
non-EU countries into the EU. Data are entered by
local veterinary authorities in each Member State
and are shared over a network with the rest of the
EU. The system is administered by a private
contractor under the oversight of the EC and the EU
Court of Auditors.
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established around an outbreak of CSF
in EU domestic swine—*‘protection
zones”’ and “‘surveillance zones.” The
protection zone extends at least 3
kilometers from the outbreak. The
surveillance zone extends at least 10
kilometers from the outbreak. For the
purpose of our regulations, we would
consider the combination of an EU
protection zone and surveillance zone to
constitute a restricted zone. When
establishing zones, the competent
veterinary authority of the Member State
is required by EU legislation to take into
account the following:

e The results of the epidemiological
investigation;

e The geographical situation,
particularly natural or artificial
boundaries;

e The location and proximity of
holdings;

¢ Patterns of movements and trade in
swine and the availability of
slaughterhouses;

e The facilities and personnel
available to control any movement of
swine within the zones, in particular if
the swine to be killed need to be moved
away from their holding of origin.

Veterinary authorities are required to
take all necessary measures, including
posting signs and alerting the media, to
inform the public of the imposed
restrictions and must use appropriate
measures to enforce the restrictions.
Veterinary authorities of Member States
collaborate in establishing zones that
overlap their borders.

In accordance with EU regulations,
premises located within the protection
zone are prohibited by the Member State
from moving swine out of that zone for
at least 30 days following the
depopulation of swine and the cleaning
and disinfection of the last premises in
the zone infected with CSF. Premises
within the surveillance zone are
prohibited by the Member State from
moving swine out of that zone for at
least 20 days following the
depopulation of swine and the cleaning
and disinfection of the last premises in
the protected zone infected with CSF. A
census is conducted of all swine in both
the protection and surveillance zones.
Clinical examinations are conducted of
all swine within the protection zone.

An epidemiological inquiry is made
into the origin of the virus in the
infected swine, and contacts are
identified for traceback and
traceforward investigations. Isolates of
the virus are genetically typed by the EU
Reference Laboratory in Hanover,
Germany.

Under official supervision of the
competent veterinary authority of the
Member State, meat of swine

slaughtered during the period between
the probable introduction of disease and
the implementation of control measures
is traced and processed in such a way

as to destroy or inactivate the CSF virus.
Likewise, swine genetic products
collected during this time are traced and
destroyed under official supervision in
such a way as to avoid the risk of spread
of the CSF virus.

After the depopulation of swine, the
buildings, equipment, vehicles, and
other articles that may have been
contaminated with the CSF virus must
be cleaned and disinfected under
official supervision using approved
disinfectants.

Swine may not be reintroduced onto
a holding that contained infected swine
until at least 30 days after the required
cleaning and disinfection. Any swine
reintroduced onto the holding must be
monitored to make sure that none
develop antibodies to CSF.

The EU does not vaccinate domestic
swine for CSF. However, with EC
approval, emergency vaccination may
be used in cases where CSF has been
confirmed and epidemiological data
suggest that the disease threatens to
spread.

Whenever CSF is detected in a wild
boar, the competent veterinary authority
of the Member State, in consultation
with an expert panel of veterinarians,
hunters, wildlife biologists, and
epidemiologists, defines the infected
area, implements appropriate measures
to reduce the spread of the disease,
develops and submits for EC approval
an eradication plan, and audit the
effectiveness of measures adopted to
eradicate CSF from the infected area.
These measures require that all holdings
of domestic swine in the infected area
be placed under official surveillance, an
official census of swine be conducted,
swine movement be restricted,
biosecurity measures be implemented,
and testing for CSF be conducted on all
sick or dead swine. Further, all wild
boar shot or found dead must be
examined and tested for CSF by an
official veterinarian designated by the
competent veterinary authority of the
Member State. In addition, the measures
taken may include suspension of
hunting and a ban on feeding wild boar.
The veterinary authority must also
ensure that the CSF isolate is genetically
typed. Adjacent Member States
collaborate in establishing control
measures in cases where the infected
wild boar are found close to common
borders.

As part of an approved eradication
plan, emergency vaccination of wild
boar may be conducted in situations
where CSF has been confirmed and

epidemiological data suggest that the
disease threatens to spread. The
vaccination area must be part of the
defined infected area, and appropriate
measures must be taken to prevent
spread of the vaccine virus to domestic
swine. Currently, there is an ongoing
emergency vaccination program for wild
boar in infected areas within Germany
and Luxembourg.

Requirement in Addition to EU Controls

As we stated above, we believe it is
necessary to require a CSF control
measure in the EU-15 that exceeds EU
controls and the conditions imposed by
our April 2003 final rule. This measure
is the length of time the prohibitions on
the exportation of swine and swine
products to the United States are
maintained. We discuss this measure
below.

Prohibition of Importations From a
Restricted Zone

Current EU regulations allow CSF
restrictions in a protection zone (that
area extending at least 3 kilometers from
an infected holding of domestic swine)
to be removed 30 days after completion
of preliminary cleaning and disinfection
measures on the infected holding.
Restrictions in a surveillance zone must
stay in place at least 20 days after such
cleaning and disinfection. Restrictions
are removed only after clinical
examinations and serology indicate that
any swine remaining in the area are free
of CSF. Presumably, after restrictions
are released, swine from the area could
be moved throughout the EU.

We are concerned by observations of
recurrence of CSF in certain areas
shortly after such restrictions have been
removed by the EU and swine
movement from the areas has
commenced. For example, in December
2001, an outbreak was confirmed in
Osoma, Spain, 22 days after release of
movement restrictions by the EU. In
another case, an outbreak in
Luxembourg in August 2002 was
epidemiologically linked to an outbreak
that occurred in June 2002, and
occurred 27 days after release of
movement restrictions by the EU.
During the 1997-1998 epidemic,
veterinary authorities in the EU usually
found it necessary to maintain
movement restrictions for more than 30
days following an outbreak. These
observations suggest that restricting
movement for only 30 days may be
insufficient to ensure that the region
remains unaffected.

Further, as discussed below, we
believe that OIE standards support
restriction of movement for more than
30 days. As discussed above, we are
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proposing to consider the EU-15 as a
region of low risk for CSF, rather than

as a region in which CSF is not known
to exist. The OIE standard that would be
relevant to such a region is the standard
for a country or zone free of CSF in
domestic swine but with infection in the
wild swine population.# In such
situations, OIE recommends that, where
a stamping out policy without
vaccination has been implemented for
CSF control, recognition of the region as
CSF-free may be acquired 6 months after
the last outbreak in domestic swine.

We are in agreement with the OIE
recommendation that restrictions on the
movement of swine and swine products
from a CSF quarantined area be
maintained for 6 months, and consider
it consistent with our proposed
consideration of the EU-15 as a region
that poses a low risk of CSF. Further,
maintenance of such restrictions for 6
months is consistent with our stated
intent in our December 2000 risk
analysis to accept exports only from
regions that have not experienced a CSF
outbreak within the previous 6 months.>
This is why we are proposing to provide
that our prohibition on the importation
of swine and swine products from a
restricted zone established because of an
outbreak of CSF in domestic swine
remain in place for at least 6 months
following the depopulation of swine
and the cleaning and disinfection of the
last infected premises in the zone. As
noted above, the prohibition of the
importation of swine and swine
products from a restricted zone
established because of the detection of
CSF in wild boar would remain in place
until the restricted zone status of the
area is removed by the competent
veterinary authority of the EU-15
Member State.

Wild Boar

Under our current regulations, we do
not remove a region from the lists in
§§94.9(a) and 94.10(a) of regions
considered free of CSF if the disease is
detected in wild boar in the region but
not in domestic swine. This approach is
consistent with APHIS domestic
regulations, which do not regulate wild
boar in the United States for swine
diseases. However, under this proposed
rule, we would prohibit importations of
swine and swine products from areas in
the EU-15 placed under quarantine by
the competent veterinary authority of an
EU-15 Member State because of the
detection of CSF in wild boar, even if

4 OIE, Terrestrial Animal Health Code-2003, Part
2, Chapter 2.1.13.

5Risk Analysis for Importation of Classical Swine
Fever Virus in Swine and Swine Products from the
European Union—December 2000.

CSF has not been detected in domestic
swine in the area. Although the
estimates of CSF risk from the region
identified in our 1999 and 2000 risk
analyses were based on data related
only to outbreaks and control measures
in EU domestic swine (i.e., data from
wild boar outbreaks were not included),
we recognize that EU control measures
implemented in response to outbreaks
in wild boar had a mitigating effect on
the spread of CSF in domestic swine.
Therefore, we believe that EU control
measures for CSF in wild boar are a
critical component of the overall EU
controls for CSF. Data indicate that wild
boar continue to be a potential source of
infection in domestic swine. For
example, infected wild boar are the
suspected source of virus linked to an
August 2003 outbreak in Luxembourg,
an April 2002 outbreak in France, and
multiple outbreaks in Germany. The EU
recognizes the risk to its domestic swine
population because of the endemic CSF
infection in wild boar and has
implemented eradication plans and
contingency measures to deal with this
problem. To protect domestic swine
herds throughout the region, the EC has
placed restrictions on movement of
domestic swine from infected wild boar
areas. It is likely that the EU restrictions
on regions containing infected wild boar
contribute significantly to the
effectiveness of EU control measures.

Certificate for Swine

Section 93.505 of the regulations
requires that, except for swine from
Canada, all swine intended for
importation into the United States be
accompanied by official certification
regarding the health status of the swine
and the disease status of the region of
origin. Paragraph (a) of § 93.505 requires
that the certificate accompanying the
swine show that the entire region of
origin of the swine is free of CSF. In
accordance with our proposed action to
allow the importation of breeding swine
from the EU-15, we are proposing to
change the language in § 93.505
accordingly, to allow for the importation
of live swine from the EU-15.

Application of this Approach to Other
Regions

Section 92.2 of the regulations defines
the type of information that must be
included with the request of a country
or countries to APHIS for recognition of
the animal health status of a region.
Evaluation of this information would
constitute the first step in consideration
of a new regulatory approach for the
region. As part of its consideration,
APHIS would determine whether it
might be appropriate to revise its

approach dealing with outbreaks in the
region that made the request. The
results of these considerations will be
reflected in regulatory changes made
through rulemaking. Aspects of the
rulemaking process are discussed in
§92.2.

Authorized Inspectors

Currently, there is a requirement in
§ 94.24(c) that certificates required
under § 94.24 be presented by the
importer of swine and swine products to
the appropriate Customs and Border
Protection officer at the port of arrival.
We are proposing to require instead that
the certificates be presented to an
authorized inspector, which is defined
in §94.0 as any individual authorized
by the Administrator of APHIS or the
Commissioner of Customs and Border
Protection, Department of Homeland
Security, to enforce the regulations. This
change would reflect the fact that, for
some imports, it is an APHIS employee
who accepts the certificate at the port of
arrival.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
by the Office of Management and
Budget.

Under the Animal Health Protection
Act (7 U.S.C. 8301 et seq.) the Secretary
of Agriculture is authorized to
promulgate regulations to prevent the
introduction into the United States or
dissemination of any pest or disease of
livestock. Under this authority, APHIS
is proposing to establish provisions for
imports of swine and swine products
from the EU-15 under conditions we
believe will guard against the
introduction of CSF into the United
States from that region.

Below is the economic analysis for the
changes proposed in this document. The
economic analysis provides a cost-
benefit analysis as required by
Executive Order 12866 and an analysis
of the potential economic effects on
small entities as required by the
Regulatory Flexibility Act.

We do not have enough data for a
comprehensive analysis of the economic
effects of this proposed rule on small
entities. Therefore, in accordance with 5
U.S.C. 603, we have performed an initial
regulatory flexibility analysis for this
proposed rule. We are inviting
comments about this proposed rule as it
relates to small entities. In particular,
we are interested in determining the
number and kind of small entities who
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may incur benefits or costs from
implementation of this proposed rule
and the economic impact of those
benefits or costs.

CSF is a highly contagious and fatal
disease of swine. It was eradicated from
the United States in 1976 after a 16-year
effort, at a cost to USDA and individual
States of about $140 million ($455
million in 2003 dollars). The potential
for reintroduction of CSF into the
United States remains a major concern,
not only because of production losses
and eradication costs, but also because
of the adverse effects reintroduction
would have on U.S. swine and pork
exports.

APHIS determines, based on disease
risk evaluations, whether animals and
animal products may be exported from
foreign regions to the United States. If
a region recognized by APHIS as free of
a specific animal disease experiences an
outbreak, generally an interim rule is
issued prohibiting or restricting
potentially infected imports. Once the
outbreak has been eliminated, and a
period of time has elapsed sufficient to
allow the animal disease situation in the
region to stabilize, the region’s previous
disease-free status may be restored.
APHIS personnel conduct a site visit
and reevaluate the risk by conducting a
risk analysis. If, based on the analysis,
APHIS believes it is appropriate to once
again consider the region free of the
disease, APHIS publishes a notice in the
Federal Register soliciting public
comments on the analysis. Any
comments received are reviewed and
each issue raised by commenters is
considered. If, after review of the
comments, APHIS continues to consider
it appropriate to once again recognize
the region free of the disease, a final rule
is published in the Federal Register
giving notice of such recognition.

We believe this proposed rule would
enable APHIS to respond more quickly
to changes in CSF conditions within the
EU-15, while maintaining the Agency’s
sanitary standards. The proposed rule
would change the procedure by which
imports of swine, pork and pork
products, and swine semen would be
allowed to resume following the
elimination of a CSF outbreak in the
EU-15. Separate rulemaking would no
longer be required each time an area
within the region experiences a CSF
outbreak and the disease is
subsequently eliminated. Rather, APHIS
would recognize quarantine decisions
made by the competent veterinary
authority of an EU-15 Member State
and prohibit the importation of swine
and swine products from restricted
zones in the EU-15 established by the
competent veterinary authority of an

EU-15 Member State. As an additional
safeguard, imports of swine, fresh pork
and pork products, and swine semen
into the United States from the
restricted zone would be prohibited for
a period of 6 months following the
depopulation of swine and the cleaning
and disinfection of the last infected
premises in the zone. Restrictions and
prohibitions we would establish
because of the detection of CSF in wild
boar would remain in place until the
restricted zone status of the area is
removed by a competent veterinary
authority of the EU-15 Member State.

An alternative to the proposed rule
would be to not change the
regulations—i.e., to continue to initiate
rulemaking whenever the CSF situation
within the EU-15 changes. Continuing
with the current procedures would not
achieve the Agency objective of
improving the Agency’s responsiveness
to CSF situation changes while
maintaining adequate disease
prevention measures. A second
alternative would be to consider the
EU-15 as a single region of low risk for
CSF, but not require that at least 6
months elapse after eradication of a
disease outbreak in the region before the
importation of swine and swine
products into the United States could
resume. This alternative would forfeit
the additional sanitary assurance that
the 6-month period is intended to
provide to the U.S. swine industry that
the reestablished imports would be CSF-
free. We believe that this proposed rule
would be preferable in allowing
resumption of imports in a timelier
manner, while ensuring that sanitary
standards are maintained. As noted
above, we invite public comment on
this proposed rule, including comment
on how the proposed rule could be
modified to reduce expected costs or
burdens for small entities consistent
with its objectives. Any comment
suggesting changes to the proposed
criteria should be supported by an
explanation of why the changes should
be made.

Expected Effects of the Proposed Rule

This proposed rule could affect U.S.
imports of swine, pork and pork
products, and swine semen from the
EU-15 in several ways. One of the
effects would be potential additional
restrictions on the importation of swine
semen from certain EU-15 Member
States. Additionally, the regulatory
process used to establish import
restrictions for areas affected by CSF,
and to remove those restrictions when
the disease is eliminated, would be
simplified and made timelier. We
believe the proposed rule would also

result in more efficient use of APHIS
resources. These areas of potential
effects are discussed in turn.

Change in Swine Semen Requirements

The EU-15 consists of the following
Member States: Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, the Republic of
Ireland, Spain, Sweden, and the United
Kingdom. APHIS considered five of the
Member States—Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom—to be free of CSF even
before publication of our April 2003
final rule. In that final rule, we
recognized—with the exception of
specified regions in Germany and
Italy—the countries of Austria, Belgium,
Germany, Greece, Italy, the Netherlands,
and Portugal as a single region in which
CSF is not known to exist. That final
rule also set forth conditions under
which breeding swine, pork and pork
products, and swine semen could be
imported into the United States from
that region.

The remaining three Member States-
France, Luxembourg, and Spain-as well
as specified regions in Germany and in
Ttaly, were not included in the region
recognized by the final rule because of
outbreaks of CSF either before or after
publication of the June 1999 proposed
rule on which the April 2003 final rule
was based. However, as discussed
above, we published a final rule in the
Federal Register in April 2004 that
recognized France and Spain as part of
the CSF-free region we had established
in our April 2003 final rule.

This proposed rule would consider
the EU-15 to be a single region of low-
risk for CSF. Therefore, that region
would include the seven Member States
we recognized in whole or in part as
CSF-free in the April 2003 final rule
(Austria, Belgium, Germany, Greece,
Italy, the Netherlands, and Portugal), the
five Member States we already
considered CSF-free before the April
2003 final rule (Denmark, Finland, the
Republic of Ireland, Sweden, and the
United Kingdom), the two Member
States we recognized as CSF-free in our
April 2004 final rule (France and
Spain), and Luxembourg. Under the
provisions of this proposed rule, each of
the 15 Member States would be subject
to the import conditions set forth in the
April 2003 final rule and to the
restrictions added in this document
concerning waiting periods before
release of restrictions on zones where
outbreaks have occurred. In considering
the effects of these changes, the key
questions are: (1) In what ways do the
current import requirements for
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Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom differ from the import
requirements set forth in this proposed
rule; and (2) what effects would result
for those five Member States due to the
changes in requirements for export to
the United States?

This proposed rule prescribes
conditions for the importation of
breeding swine, swine semen, and pork
and pork products from areas classified
as low risk for CSF. Movement
restrictions require that there be no
commingling of commodities intended
for export to the United States (or of the
donor boars of swine semen intended
for export to the United States) with like
commodities from areas where CSF is
known to exist. Movement of
commodities intended for export to the
United States through areas where CSF
is known to exist is permitted only by
sealed means of conveyance. Sanitary
certification that these provisions have
been met is required.

Denmark, Finland, the Republic of
Ireland, Sweden, and the United
Kingdom are already complying with
the proposed conditions for pork, pork
products, and breeding swine, and, in
fact, were meeting these conditions
before our April 2003 final rule.
However, with respect to swine semen,
the proposal would require that before
the semen is exported to the United
States, the donor boar must be held at
the semen collection center for at least
40 days following semen collection, to
ensure that the boar does not exhibit
any clinical signs of CSF. This would be
a new risk mitigation measure for swine
semen exported to the United States
from these five Member States.

Three of the five Member States,
Denmark, the Republic of Ireland, and
the United Kingdom, have histories of
swine semen exports to the United
States. From 1994 through 2002, the
United States imported an average of
2,474 straws of swine semen annually.
The average yearly share of U.S. swine
semen imports supplied by the three
Member States over the 9-year period
was about 26 percent. The United
Kingdom was the major source among
the three Member States, supplying all
of the three Member States’ swine
semen exports to the United States in 5
of the 9 years.

Reportedly, donor boars are largely
resident at swine collection centers, so
costs associated with the animals’
maintenance would be affected little by
the 40-day holding period. A potential
issue is whether storage for 40 days
before exportation would affect the
quality of the collected semen and
therefore affect import demand. APHIS

welcomes information on this issue that
may help in evaluating the effect on
swine semen importers.

More Timely Reestablishment of CSF-
Free Status

The proposed procedure for
reestablishing CSF-free status for an area
that has been under quarantine is
expected to require less time than
current procedures, notwithstanding the
6-month restriction following the last
case of CSF and completion of
disinfection measures. More timely
recognition of an area’s CSF-free status
would allow imports of swine and
swine products from the area to resume
sooner than at present. The effect of this
procedural change would depend on the
difference in time required by the two
regulatory approaches, and the
additional swine, swine meat, and
swine genetics that would be imported
because of more timely recognition of an
area’s reestablished CSF-free status.

APHIS published a final rule on May
4, 2004 (69 FR 25817-25820, Docket No.
02—001-2) that codifies the procedures
APHIS follows when a region free of a
particular disease has an outbreak and
APHIS responds to that outbreak by
publishing an interim rule prohibiting
or restricting imports from that region.
APHIS will reassess the disease
situation in that region, and, before
taking any action to relieve or finalize
prohibitions or restrictions imposed by
the interim rule, will make information
regarding its reassessment of the
region’s disease status available to the
public for comment. Based on that
reassessment, including comments
received regarding the reassessment
information, APHIS will either publish
a final rule reinstating the disease-free
status of the area, or a portion of the
area covered by the interim rule;
publish an affirmation of the interim
rule that imposed prohibitions or
restrictions on imports of animals and
animal products from that area; or
publish another document for comment.
Under procedures in place previously,
APHIS affirmed the initial interim rule,
and then conducted new notice-and-
comment rulemaking (proposed rule,
comment period, final rule) in order to
restore a region’s disease-free status.

The new procedures the Agency
codified allow for more timely
reinstatement of an area’s disease-free
status, while protecting the U.S. swine
sector. We believe the rule we are now
proposing would further improve the
timeliness of APHIS’s recognition of
changes in CSF status in the EU-15.

As noted in the economic analysis for
the May 2004 final rule, quantities of
animals and animal products imported

by the United States are relatively small
in comparison to the total quantities
available domestically. In addition, the
majority of the imports come from a
small fraction of the world’s disease-free
regions. Also, it is very difficult to
quantify the potential economic effects
of more timely recognition of changes in
CSF status. We believe the major benefit
of this proposed rule would be
improved trade relations between the
United States and the EU. Less than 6
percent of domestically available swine
(U.S. production plus imports minus
exports) and less than 3 percent of
domestically available pork are
imported. The majority of swine imports
come from one country, Canada, and the
majority of swine product imports come
from two, Canada and Denmark. We
cannot predict the number of swine or
quantity of swine products that this
proposed rule would affect, but they are
unlikely to be significant. One or more
of the areas not yet recognized by the
United States as free of CSF-
Luxembourg and parts of Germany and
Italy—may be among the first to benefit
from this rule.

More Efficient Use of APHIS Resources

A third area of impact would be the
effect of the proposed rule on APHIS
operations. Just as the proposed rule
could enable imports of swine, swine
meat, and swine genetics to resume
more quickly from areas that experience
and then eradicate outbreaks of CSF, so
too would it result in fewer site visits,
risk analyses, Federal Register
publications and other rulemaking tasks
for APHIS. Resources that are devoted to
tasks currently required for changing the
CSF status of areas in the European
Union would become available for other
uses.

As with the impact on imports,
expected gains in the efficient use of
Agency resources cannot be quantified.
They would be realized in terms of the
additional time APHIS staff would have
for other tasks, and would depend on
the frequency with which CSF
quarantines and CSF-free status
reinstatements occur within the
European Union.

We believe that the benefits that
would accrue from this rule—i.e.,
improved trade relations with the EU
through more timely recognition of
changes in CSF status, as well as
increased efficiency in use of APHIS
resources—would outweigh any
increased costs to importers of swine
semen from certain EU Member States
that would result from an extended
waiting period between when the semen
is collected and when shipment may
occur.
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Effects on Small Entities

As a part of the rulemaking process,
APHIS evaluates whether proposed
regulations would likely have a
significant economic impact on a
substantial number of small entities.
U.S. entities that could be affected by
the proposed rule would be swine and
pork producers and swine product
wholesalers.

The size of the potentially affected
entities is unknown. However, it is
reasonable to assume that most are
small in size under the U.S. Small
Business Administration’s (SBA)
standards. The SBA defines small hog
and pig farms as those earning not more
than $750,000 in annual receipts.
National Agricultural Statistics Service
data on hog farm inventories include
farm size categories, including the
number of farms with more than 1,000
head. Only those swine operations with
inventories well in excess of 3,000
animals would likely earn more than
$750,000 in yearly sales. About 85
percent of 78,895 hog and pig farms in
2002 held inventories of fewer than
1,000 head. The number of operations
with fewer than 3,000 is very likely to
be much higher than 85 percent of all
hog and pig farms. An earlier Census of
Agriculture (1997) had more detail on
farm size and showed that over 95
percent of U.S. swine operations held
inventories of less than 2,000 head.
Clearly, most swine and pork producers
are small entities.

Likewise, swine product wholesalers
are also mainly small entities. The SBA
small entity definition for these
businesses is not more than 100
employees. We do not know the size
distribution of meat wholesalers, but the
2002 Economic Census indicates that
the 2,889 establishments in that
category had an average of 15
employees.

We invite comment from the public
that would clarify the number of swine
operations and swine product
wholesalers that are small entities that
would be affected by this rule.

Although the industries that would be
affected by the proposed rule are largely
composed of small entities, the effects
are not expected to be significant.
Imports of swine semen from Denmark,
Finland, the Republic of Ireland,
Sweden, and the United Kingdom may
be affected if the 40-day holding period
for donor boars before the semen may be
imported influences U.S. demand.
However, even if there is an effect, most
swine semen that is imported comes
from other countries—Canada, in
particular. The more timely
reestablishment of an area’s CSF-free

status may affect individual entities that
have arranged for imports from that
area, but, as described, such effects are
expected to be minor.

This proposed rule contains various
recordkeeping and reporting
requirements. These requirements are
described in this document under the
heading “Paperwork Reduction Act.”

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DC
20503. Please state that your comments
refer to Docket No. 02—046—-1. Please
send a copy of your comments to: (1)
Docket No. 02—046-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238,
and (2) Clearance Officer, OCIO, USDA,
room 404-W, 14th Street and
Independence Avenue SW.,
Washington, DC 20250. A comment to
OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication of this proposed rule.

Under this proposed rule, we would
apply a uniform set of importation
requirements related to CSF to the EU-
15 and prohibit for a specified period of
time the importation of live swine and
swine products from any area in the
EU-15 that is identified by the
competent veterinary authority of an
EU-15 Member State as a restricted
zone.

These importation requirements
would necessitate the use of additional
certification statements in connection
with the importation of live swine, pork
and pork products, and swine semen
imported into the United Sates from the
EU-15.

We are soliciting comments from the
public (as well as affected agencies)
concerning our proposed information
collection and recordkeeping

requirements. These comments will
help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology; e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average 1 hour per
response.

Respondents: Federal animal health
authorities in the European Union who
will complete certificates to export
swine, pork and pork products, and
swine semen to the United States.

Estimated annual number of
respondents: 115.

Estimated annual number of
responses per respondent: 8.695.

Estimated annual number of
responses: 1,000.

Estimated total annual burden on
respondents: 1,000 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Mrs. Celeste
Sickles, APHIS’ Information Collection
Coordinator, at (301) 734-7477.

Government Paperwork Elimination
Act Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the Government
Paperwork Elimination Act (GPEA),
which requires Government agencies in
general to provide the public the option
of submitting information or transacting
business electronically to the maximum
extent possible. For information
pertinent to GPEA compliance related to
this proposed rule, please contact Mrs.
Celeste Sickles, APHIS’ Information
Collection Coordinator, at (301) 734—
7477.

Accordingly, we are proposing to
amend 9 CFR parts 93, 94, and 98 as
follows:
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List of Subjects
9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping requirements.

9 CFR Part 94

Animal diseases, Imports, Livestock,
Meat and meat products, Milk, Poultry
and poultry products, Reporting and
recordkeeping requirements.

9 CFR Part 98

Animal diseases, Imports.

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, AND POULTRY,
AND CERTAIN ANIMAL, BIRD, AND
POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

1. The authority citation for part 93
would continue to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

2.In §93.500, a new definition of
European Union-15 (EU-15) would be
added, in alphabetical order, to read as
follows:

§93.500 Definitions.

* * * * *

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

3. In §93.505, paragraph (a), the
second sentence would be removed and
two sentences would be added in their
place to read as follows:

§93.505 Certificate for swine.

(a) * * * For domestic swine, the
certificate shall also show that the entire
region of origin is free of African swine
fever and swine vesicular disease and
that, for 60 days immediately preceding
the time of movement from the premises
of origin, no swine erysipelas or swine
plague has existed on such premises or
on adjoining premises. Additionally,
except for the region consisting of the
EU-15 for the purposes of classical
swine fever, for which alternative
certification is required under
§94.24(b)(4), for domestic swine the
certificate shall show that the entire

region of origin is free of classical swine
fever.
* * * * *

PART 94—RINDERPEST, FOOT-AND-
MOUTH DISEASE, FOWL PEST (FOWL
PLAGUE), EXOTIC NEWCASTLE
DISEASE, AFRICAN SWINE FEVER,
CLASSICAL SWINE FEVER, AND
BOVINE SPONGIFORM
ENCEPHALOPATHY: PROHIBITED
AND RESTRICTED IMPORTATIONS

4. The authority citation for part 94
would continue to read as follows:

Authority: 7 U.S.C. 450, 7701-7772, and
8301-8317; 21 U.S.C. 136 and 136a; 31
U.S.C. 9701; 7 CFR 2.22, 2.80, and 371.4.

5.In §94.0, definitions of European
Union-15 (EU-15) and restricted zone
for classical swine fever would be
added, in alphabetical order, to read as
follows:

§94.0 Definitions.

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

Restricted zone for classical swine
fever. An area, delineated by the
relevant competent veterinary
authorities of the region in which the
area is located, that surrounds and
includes the location of an outbreak of
classical swine fever in domestic swine
or detection of the disease in wild boar,
and from which the movement of
domestic swine is prohibited.

6. Section 94.9 would be amended as
follows:

a. Paragraph (a) and footnote 10
would be revised to read as set forth
below.

b. Paragraphs (b) and (c) would be
redesignated as paragraphs (c) and (d),
respectively.

c. A new paragraph (b) would be
added to read as set forth below.

d. The introductory text of newly
designated paragraph (c) would be
revised to read as set forth below.

e. In newly redesignated paragraph
(c)(1)(iii)(C)(2), the words “paragraph
(b)”” would be removed each time they
occur and the words ‘“paragraph (c)”
would be added in their place.

f. In newly redesignated paragraph
(c)(2), the words ““paragraph (b)”” would
be removed and the words “paragraph
(c)” would be added in their place.

g. In newly redesignated paragraph
(c)(3), the words ““paragraph (b)”” would
be removed each time they occur and
the words ““paragraph (c)” would be
added in their place.

h. In newly redesignated paragraph
(d), the words “paragraph (b)” would be
removed and the words “paragraph (c)”
would be added in their place.

§94.9 Pork and pork products from
regions where classical swine fever exists.

(a) Classical swine fever is known to
exist in all regions of the world except
Australia; Canada; Chile; Fiji; Iceland;
the Mexican States of Baja California,
Baja California Sur, Chihuahua, and
Sinaloa; New Zealand; Norway; and
Trust Territory of the Pacific Islands.1°

(b) The EU-15 is a single region of
low-risk for CSF.

(c) Except as provided in § 94.24 for
the EU-15, no fresh pork or pork
product may be imported into the
United States from any region where
classical swine fever is known to exist
unless it complies with the following

requirements:
* * * * *

7. Section 94.10 would be revised to
read as follows:

§94.10 Swine from regions where
classical swine fever exists.

(a) Classical swine fever is known to
exist in all regions of the world, except
Australia; Canada; Chile; Fiji; Iceland;
the Mexican States of Baja California,
Baja California Sur, Chihuahua, and
Sinaloa; New Zealand; Norway; and
Trust Territory of the Pacific Islands.

(b) The EU-15 is a single region of
low-risk for CSF.

(c) Except as provided in § 94.24 for
the EU-15, no swine that are moved
from or transit any region where
classical swine fever is known to exist
may be imported into the United States,
except for wild swine imported into the
United States in accordance with
paragraph (d) of this section.

(d) Wild swine may be allowed
importation into the United States by
the Administrator upon request in
specific cases under § 93.501 or § 93.504
(c) of this chapter.

8. Section 94.24 would be revised to
read as follows:

§94.24 Restrictions on the importation of
pork, pork products, and swine from the
EU-15.

(a) Pork and pork products. In
addition to meeting all other applicable
provisions of this part, fresh pork and

10 See also other provisions of this part and parts
93, 95, and 96 of this chapter, and part 327 of this
title, for other prohibitions and restrictions upon
the importation of swine and swine products.
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pork products imported from the EU-15
must meet the following conditions:

(1) The pork and pork products must
not have been commingled with pork or
pork products derived from swine that
have been in any of the following
regions or zones:

(i) Any region when the region was
classified in §§94.9(a) and 94.10(a) as
one in which classical swine fever is
known to exist, except for the EU-15;
and

(ii) During the following time periods
in any restricted zone in the EU-15:

(A) In a restricted zone established
because of an outbreak of classical
swine fever in domestic swine, during
the 6 months following depopulation of
the swine in the restricted zone and the
cleaning and disinfection of the last
infected premises in the zone; or

(B) In a restricted zone established
because of the detection of classical
swine fever in wild boar, until the
designation of the zone as a restricted
zone is removed by the competent
veterinary authority of an EU-15
Member State.

(2) The swine from which the pork or
pork products were derived must not
have lived in any region or zone listed
in paragraph (a)(1)(i) or (ii) of this
section, and must not have transited any
such region or zone unless moved
directly through the region or zone in a
sealed means of conveyance with the
seal determined to be intact upon arrival
at the point of destination.

(3) The pork and pork products must
be accompanied by a certificate issued
by an official of the competent
veterinary authority of the EU-15
Member State who is authorized to issue
the foreign meat inspection certificate
required by § 327.4 of this title, stating
that the applicable provisions of
paragraphs (a)(1) and (a)(2) of this
section have been met.19

(b) Live swine. In addition to meeting
all other applicable provisions of this
title, live swine imported from the EU-
15 meet the following conditions:

(1) The swine must be breeding
swine;

(2) The swine must not have lived in
any region or zone listed in paragraph
(a)(1)() or (ii) or this section, must not
have transited any such region or zone
unless moved directly through the
region or zone in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination, and must never have been
commingled with swine that were in
such a region.

19 The certification required may be placed on the
foreign meat inspection certificate required by
§ 327.4 of this title or may be contained in a
separate document.

(3) No equipment or materials used in
transporting the swine may have
previously been used for transporting
swine that do not meet the requirements
of this section, unless the equipment
and materials have first been cleaned
and disinfected; and

(4) The swine must be accompanied
by a certificate issued by a salaried
veterinary officer of the competent
veterinary authority of the EU-15
Member State, stating that the
conditions of paragraphs (b)(1) through
(b)(3) of this section have been met.20

(c) The certificates required by
paragraphs (a)(3) and (b)(4) of this
section must be presented by the
importer to an authorized inspector at
the port of arrival, upon arrival of the
swine, pork, or pork products at the
port.

(Approved by the Office of
Management and Budget under control
number 0579-0218)

PART 98—IMPORTATION OF CERTAIN
ANIMAL EMBRYOS AND SEMEN

9. The authority citation for part 98
would continue to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

10. In § 98.30, definitions of European
Union-15 (EU-15) and restricted zone
for classical swine fever would be
added, in alphabetical order, to read as
follows:

§98.30 Definitions.

* * * * *

European Union-15 (EU-15). The
organization of Member States
consisting of Austria, Belgium,
Denmark, Finland, France, Germany,
Greece, Italy, Luxembourg, the
Netherlands, Portugal, Republic of
Ireland, Spain, Sweden, and the United
Kingdom (England, Scotland, Wales, the
Isle of Man, and Northern Ireland).

* * * * *

Restricted zone for classical swine
fever. An area, delineated by the
relevant competent veterinary
authorities of the region in which the
area is located, that surrounds and
includes the location of an outbreak of
CSF in domestic swine or detection of
the disease in wild boar, and from
which the movement of domestic swine
is prohibited.

* * * * *

11. Section 98.38 would be revised to

read as follows:

20 The certification required may be placed on the
certificate required by § 93.505(a) of this chapter or
may be contained in a separate document.

§98.38 Restrictions on the importation of
swine semen from the EU-15.

In addition to meeting all other
applicable provisions of this part, swine
semen imported from the EU-15 must
meet the following conditions:

(a) The semen must come from a
semen collection center approved for
export by the competent veterinary
authority of the EU-15 Member State;

(b) The donor boar must not have
lived in any region or zone listed in
paragraph (b)(1) or (b)(2) of this section,
must not have transited any such region
or zone unless moved directly through
the region or zone in a sealed means of
conveyance with the seal determined to
be intact upon arrival at the point of
destination, and must never have been
commingled with swine that were in
such a region:

(1) Any region when the region was
classified in §§94.9(a) and 94.10(a) of
this chapter as one in which classical
swine fever is known to exist, except for
the EU-15; and

(2) During the following time periods
in any restricted zone in the EU-15:

(i) In a restricted zone established
because of an outbreak of classical
swine fever in domestic swine, during
the 6 months following depopulation of
the swine in the restricted zone and the
cleaning and disinfection of the last
infected premises in the zone; or

(ii) In a restricted zone established
because of the detection of classical
swine fever in wild boar, until the
designation of the zone as a restricted
zone is removed by the competent
veterinary authority of the EU-15
Member State.

(c) The donor boar must be held in
isolation for at least 30 days prior to
entering the semen collection center;

(d) No more than 30 days prior to
being held in isolation as required by
paragraph (c) of this section, the donor
boar must be tested with negative
results with a classical swine fever test
approved by the Office International des
Epizooties (World Organisation for
Animal Health);

(e) No equipment or materials used in
transporting the donor boar from the
farm of origin to the semen collection
center may have been used previously
for transporting swine that do not meet
the requirements of this section, unless
such equipment or materials has first
been cleaned and disinfected;

(f) Before the semen is exported to the
United States, the donor boar must be
held at the semen collection center and
observed by the center veterinarian for
at least 40 days following collection of
the semen, and, along with all other
swine at the semen collection center,
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exhibit no clinical signs of classical
swine fever; and

(g) The semen must be accompanied
to the United States by a certificate
issued by a salaried veterinary officer of
the EU-15 Member State, stating that
the provisions of paragraphs (a) through
(f) of this section have been met.3

[Approved by the Office of Management and
Budget under control number 0579-0218]

Done in Washington, DG, this 4th day of
April 2005.
Bill Hawks,

Under Secretary for Marketing and Regulatory
Programs.

[FR Doc. 05-7013 Filed 4-7-05; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF THE TREASURY

Alcohol and Tobacco Tax and Trade
Bureau

27 CFR Part 9

[Notice No. 39]

RIN 1513-AA95

Proposed Establishment of the

Shawnee Hills Viticultural Area
(2002R-345P)

AGENCY: Alcohol and Tobacco Tax and
Trade Bureau, Treasury.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Alcohol and Tobacco Tax
and Trade Bureau proposes to establish
the Shawnee Hills viticultural area in
southern Illinois. This proposed
1,268,960-acre viticultural area is
approximately 80 miles long east to
west and approximately 20 miles wide
from north to south. We designate
viticultural areas to allow vintners to
better describe the origin of their wines
and to allow consumers to better
identify wines they may purchase. We
invite comments on this proposed
addition to our regulations.

DATES: We must receive your written
comments on or before June 7, 2005.
ADDRESSES: You may send comments to
any of the following addresses:

e Chief, Regulations and Procedures
Division, Alcohol and Tobacco Tax and
Trade Bureau, Attn: Notice No. 39, P.O.
Box 14412, Washington, DC 20044—
4412.

e 202-927-8525 (facsimile).

e nprm@itb.gov (e-mail).

e hitp://www.tth.gov/alcohol/rules/
index.htm. An online comment form is
posted with this notice on our Web site.

3 The certification required may be placed on the
certificate required under § 98.35(c) or may be
contained in a separate document.

e http://www.regulations.gov (Federal
e-rulemaking portal; follow instructions
for submitting comments).

You may view copies of this notice,
the petition, the appropriate maps, and
any comments we receive about this
notice by appointment at the TTB
Library, 1310 G Street, NW.,
Washington, DC 20220. To make an
appointment, call 202-927-2400. You
may also access copies of the notice and
comments online at http://www.ttb.gov/
alcohol/rules/index.htm.

See the Public Participation section of
this notice for specific instructions and
requirements for submitting comments,
and for information on how to request
a public hearing.

FOR FURTHER INFORMATION CONTACT: Rita
Butler, Regulations and Procedures
Division, Alcohol and Tobacco Tax and
Trade Bureau, 1310 G Street NW.,
Washington, DC 20220; telephone 202—
927-8210.

SUPPLEMENTARY INFORMATION:

Background on Viticultural Areas

TTB Authority

Section 105(e) of the Federal Alcohol
Administration Act (the FAA Act, 27
U.S.C. 201 et seq.) requires that alcohol
beverage labels provide the consumer
with adequate information regarding a
product’s identity and prohibits the use
of misleading information on such
labels. The FAA Act also authorizes the
Secretary of the Treasury to issue
regulations to carry out its provisions.
The Alcohol and Tobacco Tax and
Trade Bureau (TTB) administers these
regulations.

Part 4 of the TTB regulations (27 CFR
part 4) allows the establishment of
definitive viticultural areas and the use
of their names as appellations of origin
on wine labels and in wine
advertisements. Part 9 of the TTB
regulations (27 CFR part 9) contains the
list of approved viticultural areas.
Definition

Section 4.25(e)(1)(i) of the TTB
regulations (27 CFR 4.25(e)(1)(i)) defines
a viticultural area for American wine as
a delimited grape-growing region
distinguishable by geographical
features, the boundaries of which have
been recognized and defined in part 9
of the regulations. These designations
allow vintners and consumers to
attribute a given quality, reputation, or
other characteristic of a wine made from
grapes grown in an area to its
geographic origin. The establishment of
viticultural areas allows vintners to
describe more accurately the origin of
their wines to consumers and helps
consumers to identify wines they may

purchase. Establishment of a viticultural
area is neither an approval nor an
endorsement by TTB of the wine
produced in that area.

Requirements

Section 4.25(e)(2) of the TTB
regulations outlines the procedure for
proposing an American viticultural area
and provides that any interested party
may petition TTB to establish a grape-
growing region as a viticultural area.
Section 9.3(b) of the TTB regulations
requires the petition to include—

¢ Evidence that the proposed
viticultural area is locally and/or
nationally known by the name specified
in the petition;

e Historical or current evidence that
supports setting the boundary of the
proposed viticultural area as the
petition specifies;

e Evidence relating to the
geographical features, such as climate,
soils, elevation, and physical features,
that distinguish the proposed
viticultural area from surrounding areas;

¢ A description of the specific
boundary of the proposed viticultural
area, based on features found on United
States Geological Survey (USGS) maps;
and

e A copy of the appropriate USGS
map(s) with the proposed viticultural
area’s boundary prominently marked.

Shawnee Hills Petition

TTB received a petition from Dr.
Theodore F. Wichmann, president of
Owl Creek Vineyard, Inc., and Dr. Imed
Dami, Illinois State Viticulturist,
proposing the establishment of a new
viticultural area in southern Illinois to
be called “Shawnee Hills.” The
proposed Shawnee Hills viticultural
area lies largely within the Shawnee
National Forest in Alexander, Gallatin,
Hardin, Jackson, Johnson, Pope, Pulaski,
Randolph, Saline, Union, and William
counties. Encompassing a region of
unglaciated hills between the Ohio and
Mississippi Rivers, the proposed
viticultural area is about 80 miles long
east to west and 20 miles wide north to
south, and it covers about 2,139 square
miles or 1,268,960 acres.

People have raised grapes, including
such important present-day wine
varieties as Norton, in the proposed
Shawnee Hills viticultural area since
1860, according to the petition, citing
“Grape Culture” by W.E. Gould (1891).
The proposed area contained 1,250
acres of vineyards in 1890, and vintners
produced 19,750 gallons of wine in
1891, the petition adds, citing “Grape
and Wine Production in Illinois from
1983 to Present,” by R.M. Skirvin, ef al.,
in “Illinois Grape Growers and Vintners
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Association Conference Proceedings,”
(2000). Currently, there are eight
wineries and 51 vineyards with
approximately 160 acres of planted
wine varietals within the proposed area,
the petition states, citing “1999 Grape
Growers and Vintner’s Survey,” by Imed
Dami, in “Illinois Grape Growers and
Vintners Association Conference
Proceedings,” (2000).

Name Evidence

The Shawnee Indian Nation, led by
Chief Tecumseh and his brother, The
Prophet, occupied the southern Illinois
hill country in the early 1800s in an
attempt to stem the flow of white
settlers from the east. As a result, the
petition states, the Shawnee name
became attached to the hills, and its
continuing use is documented in
academic and State government
publications. For example, the book
“Land Between the Rivers” (C.W.
Horrell, et al., 1973), as cited in the
petition, describes the region as follows:

South of the Mount Vernon hill country
you come next to the Shawnee Hills [which
mark] the southernmost limit of the
prehistoric ice sheets. The Shawnee Hills
culminate in Shawneetown Ridge, a heavily
timbered wilderness of bluffs and knobs
reaching up to an elevation of over a
thousand feet, with rocky cliffs towering
hundreds of feet above the valley floor. The
Shawnee Hills are the heart of Southern
Illinois [and] the 204,000 acre Shawnee
National Forest. (pg. 11.)

The Illinois State Geological Survey
map ‘“‘Landforms of Illinois” (1980)
labels the hills within the proposed
viticultural area as the Shawnee Hills.
In addition, an Illinois Department of
Natural Resources brochure titled
“Illinois’ Natural Divisions and
Biodiversity” (April 2002) describes the
State’s 14 unique natural regions. These
regions are based upon such natural
features as topology, geology, soils, and
climate, as well as their unique flora
and fauna. According to the brochure,
the Shawnee Hills natural region
consists of two sections, the Greater and
the Lesser Shawnee Hills.

“Shawnee” also appears in many
other political and geographic names
within the proposed viticultural area,
including Shawneetown, Shawneetown
Ridge, and the Shawnee National Forest,
which lies largely within the proposed
area. Furthermore, five of the wineries
in the proposed viticultural area formed
the “Shawnee Hills Wine Trail” in
1996, which is described in a brochure
of the same name. According to the
petition, the names “Shawnee Hills”
and “Shawnee Hills Wine Trail” have
been used numerous times in other
national, State, and local publications.

Boundary Evidence

Academic and State government
publications describe the boundaries of
the Shawnee Hills landform, and the
petition included copies of these
publications. As described by Horrell, et
al., the Shawnee Hills is an unglaciated
region, which extends across southern
Nlinois. The region is about 80 miles
long, from the Ohio River in the east to
the Mississippi River in the west, and
approximately 20 miles wide from north
to south. The region’s elevation is its
most distinguishing feature, averaging
roughly 400 to 800 feet higher in
elevation than the glaciated land
immediately to the north or the
Mississippi and Ohio River flood plains
immediately to the south.

According to the petition, and the
State of Illinois publications and maps
submitted with it, the eastern boundary
of the Shawnee Hills is the bluff line
along the Ohio River, while its western
boundary is the high bluff line above the
Mississippi bottomland. The “Natural
Divisions and Biodiversity” brochure
notes that the Mt. Vernon Hill Country
section of the Southern Till Plain
division lies north of the Shawnee Hills.
As noted in the petition and in the
accompanying publications, the
dividing line between the Shawnee and
the Mt. Vernon Hill Country marks the
southernmost advance of Ice Age
glaciers. The area immediately to the
south of the Shawnee Hills consists of
the lowlands and flood plains found
along the Ohio and Mississippi Rivers.
This region, according to the petition, is
commonly called the “Cairo Delta.”

As proposed, the proposed Shawnee
Hills viticultural area boundaries largely
follow the natural boundaries of the
Shawnee Hills landform. Differences
between the “natural” boundaries of the
Shawnee Hills region and the proposed
Shawnee Hills viticultural area are
minor and largely a matter of
convenience, such as using a road at the
base of the Mississippi River bluff rather
than a complex meandering elevation
line to mark a portion of the proposed
area’s western boundary. The proposed
viticultural area also largely follows the
boundaries of the Shawnee National
Forest, which covers much of the
Shawnee Hills region.

Distinguishing Features

Elevation

As noted by the petitioners and by
Horrell, et al., in “Land Between the
Rivers,” elevation is the most obvious
feature distinguishing the Shawnee
Hills from surrounding areas. As shown
on the “Paducah; Kentucky: Illinois-
Missouri-Indiana” USGS map (1987)

submitted with the petition, the
Shawnee Hills range from 400 to 800
feet higher in elevation than the
glaciated land to the north and the river
delta land to the south. Most of the
highest elevations in Illinois, many
above 1,000 feet, are in the Shawnee
Hills.

According to the petition, spectacular
hills and ridges and a unique
mesoclimate characterize the proposed
Shawnee Hills viticultural area. Nearly
all vineyards in the proposed Shawnee
Hills viticultural area are on ridge tops
and bench lands ranging between 600
and 900 feet in elevation. As such, the
commercial vineyards in the Shawnee
Hills area have experienced little or no
spring frost or winter freeze injury. An
additional benefit of the Shawnee Hills
topography, the petition notes, is the
enhanced air circulation caused by
constant summer breezes, allowing
faster drying of vineyard leaves and fruit
clusters following rain, thus minimizing
the risk of fungal infections in an
otherwise humid, wet climate.

In contrast, the Mt. Vernon Hill
County region immediately to the north
of the Shawnee Hills was glaciated, and,
as a result, is 400 to 500 feet lower in
elevation than the Shawnee Hills. The
Mt. Vernon region also is relatively
flatter with no high ridges, cliffs, or
canyons. Horrell, et al., describe the
topography of the Mt. Vernon Hill
Country as “rolling farmland.”

The Cairo Delta area to the south of
the Shawnee Hills is lower still,
averaging about 300 to 400 feet in
elevation, with an extremely flat
topography that is often totally flooded
by the Cache, Ohio, Wabash, and
Mississippi Rivers, which all converge
there. This area comprises all of the
land in Illinois south of the Shawnee
Hills. Horrell, et al. (1973), describe this
area as follows:

Beyond Shawneetown Ridge the land
drops away in gentle foothills to the low-
lying swamps and lakes along the Cache
River—the ancient bed of the Ohio River.
Beyond Cache valley you come to the flood
plain of the Ohio River itself. Two similar
flood plains border Southern Illinois on the
east and west, forming the banks of the
Wabash and Mississippi rivers.

Geology

The petitioners also note that the
geological characteristics of the
Shawnee Hills are a distinguishing
feature. The “Illinois Geological
Survey,” compiled by H.B. William, 